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Introductory Statement 


The fourth Annual Meeting of the 
Section on food, Drug and Cosmetic Law 
of the flew York State Bar Association 


HIS Section made important progress, during the past year. 

For its representatives then organized the Committee on Food, 
Drug and Cosmetic Law in the Administrative Law Section of the 
American Bar Association, at Seattle. That Committee was instituted 
by our Section to have a coordinating national bar organization on this 
law, and it should eventually achieve an independent status in that 
Association, for three good reasons. They are, first, the Committee 
deserves such recognition because it deals with a basic law of our juris- 
prudence; secondly, this law is both a substantive and an adjective one; 
and, thirdly, sufficient lawyers are interested in it to warrant a distinctive 
organization of them. In support of the last comment, it is enough to 
say that this Section now has over 170 members located throughout the 
country, which number can be more than doubled. And the deep 
significance of the food and drug law (in particular) is indicated by 
saying that it is undoubtedly the commercial law of greatest social 
importance in the land. This is so because it governs the largest in- 
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dustry, which is the food industry, it regulates the two products of 
greatest value to the consuming public, which are foods and drugs, and 
it is the commercial law of first concern to the public health, which it 


protects. 


Establishment of a National Committee on Food, Drug, 
and Cosmetic Law 


It now should be added that the establishment of such a national 
Committee does not impair the position of this Section or lessen its value. 
That is clear, since it remains the pioneer and a supplemental organiza- 
tion on the food, drug, and cosmetic law. It can render a fundamental 
service by thus extending our constructive study of this law as the pro- 
gram of its current meeting demonstrates. Moreover, these facts should 
be borne in mind: this Section is affiliated with the oldest and largest 
state bar association which has a long record of significant professional 
accomplishments, it now has a materially larger membership than that 
Committee because the lawyers interested in this law are concentrated 
largely in the New York area, and, consequently, its meetings probably 
will invite a greater attendance, as a rule, as illustrated by the present 
meeting. But such comparative advantages may be temporary, and there 
is actually no rivalry between the two organizations. —They each were 
instituted by the same group of lawyers to develop the same law, they 
each have virtually the same membership, to the extent it overlaps, and 
they each now are governed by essentially the same administration. 
Hence, our purpose is concurrently to build each organization into a sup- 
plemental instrument of maximum contribution to the law they equally 
represent for the general public welfare. This purpose is a challenging 
one, and its progressive realization will have the reward of a deep satis- 
faction to all of us. 

I note here that next year this Section will appropriately com- 
memorate its fifth anniversary, and that the national Committee will hold 
its second meeting in St. Louis, when the American Bar Association next 
convenes there on September 3 to 9, 1949. 


Progress During 1948 


The law of this Section made historic progress during the past year 
in the principal field of the Federal Food, Drug, and Cosmetic Act, and 
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it will be officially discussed at this meeting. Such progress mainly re- 
sulted from the Supreme Court's construction of this Act in the Sullivan 
case, and its enactment by the Miller Amendment. For it was thus 
established that the enforcement of this Act constitutionally may and 
actually does reach from the introduction of an article into interstate 
commerce down through its final retail sale in intrastate commerce. This 
enforcement reach is practically essential if the Act is to accomplish its 
basic objective of preventing the consumption of harmful products; and 
it has the great significance of giving the Act jurisdiction over the retail 
sale of most foods, drugs, and cosmetics throughout the country. 


While the administrator of this Federal act is properly disposed to 
exercise its jurisdiction over state commerce only to a minimum necessary 
extent, the indication is that, in the long view, he will be increasingly 
and importantly forced to use this control of such commerce for the pro- 
tection of the consuming public. That is so specifically where it must 
be used to prevent the retail sale of dangerous or unfit products, which 
is otherwise unrestrained; and generally where the states, left with con- 
current jurisdiction over local commerce, do not have equally effective 
legislation or do not equally enforce this legislation, when they have it. 
Hence, there is now an even greater need for uniform state food, drug, 
and cosmetic laws and their equal enforcement if our traditional balance 
of Federal and state government is to be maintained in the regulation of 
these articles, and if we are not to have their regulation in state com- 
merce largely concentrated in the Federal government. Furthermore, 
that need is increased by the fact that state legislation may not constitu- 
tionally interfere with or frustrate the operation of this Federal act, now 
having the foregoing broad jurisdiction over local commerce, and con- 
sequently this fact is a basic protection against state legislation which is 
not uniform with such act. It follows that this Section should collaborate 
in every available way with the Committee on Food, Drug and Cosmetic 
Law in the American Bar Association, to promote the enactment of uni- 
form state laws on the subject. 


But, notwithstanding this urgent need, we are confronted with the 
following practical situation: less than 20 states have enacted jaws uni- 
form with the Federal act in the more than 10 years of its existence; the 
universal state enactment of such laws is improbable in the contemplated 
future because of local indifference or interference; and, even if such 
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state laws were universally enacted, their equal enforcement is likewise 
improbable then, as a rule subject to any exception, because of local 
deficiency in administrative organization and appropriation. Moreover, 
as the law of this Federal act has become progressively stronger in appli- 
cation and enforcement, the public has come to rely more and more on it; 
analogous state legislation has proportionately declined in enforcement 
significance; and the states have turned increasingly to supplemental 
legislation which has a distinctive local value, exemplified by the 
pharmacy laws and the legislation requiring sanitation in food establish- 
ments. That is why state laws uniform with the Federal act are now 
widely emphasized more from the standpoint of uniformity than enforce- 
ment, and it is for all these reasons that we cannot expect a development 
of such laws and their enforcement which will remove the need for duly 
using this act to regulate state commerce. 


Consequently, this Federal act has entered a new era of its exten- 
sion to control local trade, which is certain to have deep practical con- 
sequences in themselves and from the standpoint of precedent; and our 
highest court’s approval of this Federal dominion over that trade mani- 
festly has a basic governmental significance. This is indicated by 
observing that the cycle of Federal control over intrastate business 
affecting interstate commerce has thus been completed, broadly speaking. 
For it was previously decided that the local manufacture of an article 
for such commerce is subject to Federal regulation; and it is now decided 
that the local sale of an article from such commerce is also subject 
thereto. As a result, the Federal government is given a vast power over 
the local economy of our country, which may be and is being exercised 
for its fundamental control by that government. This situation concerns 
those who cling to the original concept of a strict balance between Fed- 
eral and state legislation, with the one regulating interstate and the other 
regulating intrastate conimerce exclusively; or who believe that a con- 
struction of the Federal government's authority over the former com- 
merce further to regulate the latter commerce is a constitutional abuse, 
which is not justified by a good purpose; or who maintain that it is an 
unsound public policy in any event for the Federal government to 
manage purely local affairs. That concern is natural, and it deals with 
a subject which has long been discussed by the students of political 
science. But such a discussion has become academic since this power 
of the Federal government over local economy is settled law; and it is 
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the public policy to exercise this power where that is required to satisfv 
the social needs of our people. Consequently, the problem now is to see 
that this power is appropriately exercised; and it has been conspicuously 
exercised in the field of modern health and labor legislation, where a 
national standard is indicated. The Federal Food, Drug, and Cosmetic 
Act is in the area of the former legislation, and the social welfare requires 
an extension of this Act to prevent a local sale of harmful or unfit prod- 
ucts to the consuming public to the extent that is necessary to ac- 
complish its fundamental remedial purpose of safeguarding public health. 
That is why Congress approved this extension of it without a single 
dissenting vote. For this reason and because our highest court has 
constitutionally sanctioned that extension, no constructive purpose is 
served by continuing to question it. 


It remains to add that this extension of the Federal act is bound to 
promote its further extension into the domain of local trade and also a 
similar extension of analogous legislation; and the former development 
has already begun. For Congress is now favorably considering a bill 
amending this act to regulate oleomargarine colored in resemblance of 
butter, which prohibits the local service of it in a public eating place 
unless its identity is disclosed; and such product is so regulated whether 
it originated from a local or interstate source. That bill is one to repeal 
the Federal tax on oleomargarine; its amendment of this Act for a con- 
trol over the local service of that product is expressly justified to prevent 
a burden on interstate commerce; and this control is thus further 
extended to a wholly local product, which has never entered the channels 
of such commerce. If this amendment for that extreme control of local 
trade is enacted, the Supreme Court probably will sustain its validity; 
and in that event our highest court would then probably approve a broad 
amendment to this Act which controls the local sale of any food, drug, 
and cosmetic from either a local or interstate source in whole or part, 
where it is likewise declared necessary to prevent a burden on interstate 
commerce. Such a climactic amendment has yet to be proposed, and I 
mention it not to advocate it, but to demonstrate how far this extension 
of the Act may go to control local trade. As to analogous legislation, 
it suffices to say that any extension of this Act to control that trade is 
certain to suggest the like extension of enacted or proposed legislation 
(where it does not already reach that trade) for a comparable regulation 
of other articles, which include insecticides, fungicides, rodenticides, 
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caustic poisons, seeds, wool, fertilizers, fabrics, articles of wearing ap- 
parel, and furs; and to promote an amendment of the Federal Trade 
Commission Act, extending its jurisdiction to unfair trade practices in 
local trade adversely affecting interstate commerce; which the Supreme 
Court decided it does not presently reach, in the Bunte case. 


Danger of the Proposed Moore Amendment 


Turning now to the future, we should appropriately consider the 
danger of amendments to the Federal Food, Drug, and Cosmetic Act 
which harmfully weaken it or unsoundly alter its administration. This 
danger is real, because two such amendments are being seriously advo- 
cated; and I should briefly examine them to introduce their subsequent 
discussion by Mr. Charles W. Crawford, Deputy Commissioner of Food 
and Drugs in the Federal Security Agency, and Mr. James M. Best, 
General Counsel for the Quaker Oats Company. 


The first amendment is similar to that proposed by Senator Moore 
in the last Congress, which rejected it; and that is why it is called the 
“Moore” Amendment. It provides in effect that this Act cannot be 
enforced in a criminal proceeding with respect to a violation and no 
matter how injurious it may be, unless the government adduces proof 
beyond a reasonable doubt that such violation was willful (i. e., inten- 
tional) or resulted from gross (i. e., intentional or reckless) negligence. 
But this proof is ordinarily difficult, if not impossible, to establish; and, 
if that is so, its requirement for a criminal enforcement of this Act would 
enable the ignorant, careless, and knaves to violate it with impunity and 
grave injury to the public health. Therefore, such an amendment would 
operate to defeat the basic remedial purpose of this Act, which is to 
safeguard public health; and it is not improved by its pro forma revision 
to provide that this Act may only be criminally enforced against a 
culpable (because it is likewise an intentional or negligent) violation. 
For these reasons it is a ripper amendment, which would emascu- 
late this Act. The Committee on Food, Drug and Cosmetic Law in 
the American Bar Association strongly condemned it, and this co- 
ordinating Section should join in that condemnation. If there could be 
any doubt about the subversive character of such an amendnient, it is 





1In my Seattle paper on September 6, ments which have been suggested to 
1948 [3 Food Drug Cosmetic Law Quarterly strengthen this Act. 
(1948) 308], I outlined numerous amend- 
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removed by our experience with the analogous Sherley amendment to 
the original Federal Food and Drugs Act of 1906. For that amendment 
prohibited therapeutic representations of a drug which are ‘false and 
fraudulent.” Hence, it could only be criminally enforced against one 
who made a representation which was actually and injuriously false, by 
proof beyond a reasonable doubt that he knew its falseness; and this 
condition was practically a nullifying one. As a result and because of 
its essential protective objective, that amendment was a scandalous joker 
in the 1906 Act and a major reason for substituting the present Federal 
Food, Drug, and Cosmetic Act of 1938, without it. Furthermore, it 
should be noted here that, in the legislative development of the pioneer 
1906 Act, its opponents repeatedly sought to scuttle it by adding a pro- 
vision limiting its criminal enforcement to an intentional or negligent 
violation, but without success. 


The danger of a similar Moore Amendment to the succeeding 1938 
Act is indicated by the fact that it actually passed the Senate in the last 
Congress before it was stopped in conference; it is increased by the fact 
that this amendment has an influential (though a minority) industrial 
support; and it is further increased by the fact that two appealing rea- 
sons are alleged for such an amendment. The first reason is that there 
is a constitutional right to proof of intent or negligence before conviction 
of a crime; but Mr. Best establishes in his paper that this right does not 
exist with respect to the food, drug, and cosmetic legislation before us. 
The second reason is that, without such an amendment, this Act is unjust 
to the manufacturer because it may be criminally enforced against him 
for a violation that was not intentional or negligent, and other regulatory 
laws are cited, the violation of which is conditioned on proof of intention 
or negligence. While this reason has practical force, it is fundamentally 
unsound. For it ignores the great harmful consequences of such an 
amendment, which make it more unjust to the consuming public, and, in 
doing so, it disregards the basic remedial purpose and the essential public 
policy of this Act. That purpose is to provide an absolute protection of 
public health, since an injurious violation of this Act is no less a public 
health danger because it was not intentional or negligent. (That is why 
the prohibitions of the Federal food and drug law have always been 
unqualified, as a rule; and intent or negligence in its violation has only 
had a mitigating enforcement effect.) Consequently, the public policy 
of this Act necessarily has been to have first regard for the consuming 
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public whose health is thus sought to be protected. The Supreme Court 
plainly described this policy in the Dotterweich case, where it said in 
effect: such legislation necessarily dispenses with the conventional re- 
quirement for criminal conduct, namely, awareness of wrongdoing or 
presence of negligence, to effectuate its basic remedial purpose, and, for 
the larger good, it places the burden of accomplishing this purpose on 
the manufacturer who assumes the responsibility of marketing a product 
and has an opportunity to determine whether it is safe for use, rather 
than on the innocent and helpless consumer of it. This state of the Act 
may be a hardship on the manufacturer where his violation is not inten- 
tional or negligent, but it would be a greater hardship on the consumer, 
if he were otherwise left exposed to a serious or fatal injury without 
public remedy. It must be borne in mind that the criminal enforcement 
of this Act has an exemplary as well as a punitive objective. 


But, on the other hand, this very state of the Act creates two basic 
obligations in its administration and enforcement, if it is to be a law that 
assures fair play and due process. The first or administrative obligation 
is to establish reasonable practical standards of compliance with this 
Act where they are needed and indicated in order that the manufacturer 
may know in advance how to avoid its violation. The second or enforce- 
ment obligation is to place appropriate safeguards around a criminal 
enforcement of this Act in order that it may be just to all concerned, in 
the circumstances. This the Act now undertakes to do by providing in 
substance and effect as follows: no criminal proceeding is required in the 
case of a minor violation; before such a proceeding there should (not 
must) be an administrative hearing where cause may be shown why it 
should not be instituted; if such a proceeding is instituted, there shall be 
a local trial before a jury, and the alleged violation must be proven 
beyond a reasonable doubt; where the trial results in a conviction, the 
court may suspend the sentence or impose a nominal penalty for good 
reason; and a maximum penalty can only be imposed when the violation 
is a repeated offense or was with intent to defraud or mislead. These 
are manifestly strong safeguards, and while they might be constructively 
improved, they reasonably secure a just criminal enforcement of this 
Act. My own long experience with the law of this Act discloses that 
it has been administered and enforced to a high degree of fair play and 
due process, as a rule. This law, however, is so general and complex 
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that these essential objectives must be constantly regarded, for their 
systematic realization. 


I should note that the industrial support of a Moore Aniendment 
to this Act may confront some members of this Section with an important 
personal decision. It is the decision whether to follow the wrong opinion 
of a client or the fundamental dictate of his own conscience; and the 
mere statement of that question indicates its right answer. This situa- 
tion leads me to add that our Section is not a commercial organization 
to execute the will of our clients; and that, on the contrary, it is a pro- 
fessional organization of the bar for the constructive study and develop- 
ment of a basic law in the general public interest. Consequently, we 
should always approach this law from a balanced and objective stand- 
point for equal justice to all concerned, and the need for doing so is 
strikingly illustrated by a proposal of the Moore Amendment. 


Proposed Changes in the Administration of the Act 


The second advocated amendment arises from recommendations by 
two task committees of the Hoover Commission on Organization of the 
Executive Branch of the Government, which significantly change the 
administration of the Federal Food, Drug, and Cosmetic Act. These 
committees made two different and conflicting recommendations, which 
are preliminary in character. We now await the final one by the Com- 
mission, and it probably will be announced before this statement is 
published. Such recommendations in turn stem from a proposal to 
reorganize the Federal Security Agency into a Department with cabinet 
status, which President Truman has recommended. This proposal is a 
controversial one from the standpoint of how that reorganization should 
be made. For some want to convert the Agency into a Department of 
Welfare,” others into a Department of Health, Education, and Security,* 
and others into separate Departments thereof, and there is a similar dif- 
ference of opinion on the succeeding reorganization details. But it 
appears certain that this Congress will reorganize the Agency into some 
form of a Department, and in that event the administration of this Act 
may be importantly changed, to a more or less extent. At this moment, 
however, we can discuss the changes recommended by the two aforesaid 


2H. R. 782 (Eighty-first Congress, First *See. for example, H. R. 184 (Eighty- 
Session), reported by the House Committee, first Congress, First Session) 
provides for this reorganization. 
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task committees. It should be added here that Congress will probably 
also enact a Reorganization Act of 1949, for the House has already 
passed a bill enacting it. The President could use it to alter the 
administration of the Federal Food, Drug, and Cosmetic Act, and he 
would doubtless be guided by a recommendation of the Hoover Commis- 
sion in doing so. This situation has the added significance that such 
Commission will probably recommend a consolidation of the Federal 
Trade Commission's law against the false advertising of foods, drugs, 
and cosmetics into this Act, and, as now drawn, the Reorganization Act 
would authorize the President to make that consolidation. 


The Federal Food, Drug, and Cosmetic Act is practically adminis- 
tered by the Food and Drug Administration under the Federal Security 
Administrator, who is its official administrator. That Administration 
is commonly known as the FDA, and it is directed by a Commissioner 
of Food and Drugs. It is an agency specially created and organized to 
administer the Federal food and drug law, and (with its predecessors ) 
it has administered this law with conspicuous success from its beginning 
in 1906. This is so notwithstanding the curious fact that such law has 
never mentioned it, and it has derived its authority from appropriation 
legislation supporting this law and powers conferred by its administra- 
tor. Hence, a significant change in the administration of the Act before 
us is principally one which importantly affects its administration by the 
FDA, and with these preliminary observations we are positioned briefly 
to review the two recommendations by task committees of the Hoover 


Commission. 


The first recommendation is that this Act be divided into two 
separate parts, with its food law administered by the Department of 
Agriculture and its drug-cosmetic law administered by the FDA in a 
reorganized Federal Security Agency. Consequently, it would split the 
law and administration of this Act into two different and independent 
units, and that would be basically unsound. For this Act is a single 
statutory and administrative unit, from the controlling standpoint of 
public policy, and such a division of it would seriously impair the ad- 
ministration of its law. This is manifestly so because the administration 
of its food law would then be taken from the FDA, which is the best 








4H. R. 2361 (Eighty-first Congress, First 
Session). 
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agency to administer it in every essential respect of organization, experi- 
ence, and competency, and which indeed was principally created to 
administer such law. Furthermore, its administration instead by the 
Department of Agriculture invites the fundamental objection that it 
would then be administered by an agency which represents a special 
interest (the agricultural industry), rather than the general public. The 
food manufacturers would also have cause to oppose this administration 
by that Department for the same reason, and because such Department 
has traditionally advocated a destructive grade (as distinguished from 
a constructive quality) labeling of foods. In short, that division of this 
Act would be detrimental to the welfare of all concerned, it would reverse 
the historical process of consolidating the Federal food and drug law and 
developing its unified administration, and it represents a dispersal of 
Federal law and administration, which is the very thing the Hoover Com- 
mission was established to correct. Therefore, its recommendation by 
a task committee of that Commission is incredible, and the explanation 
is that this committee is an agricultural one. I should note here that there 
are some food manufacturers who prefer a separate food law in order to 
be disassociated from the more severe regulation of drugs; and that there 
are some drug manufacturers who prefer a separate drug law because of 
its distinctive regulatory character, which preference is strengthened by 
an important separation of the state drug laws and their related enforce- 
ment by the state Boards of Pharmacy. But the administration of the 
state food and drug laws presents a distinguishable situation, and, re- 
gardless of whatever may be said about it, the fact remains that the 
Federal food and drug law is essentially a single statutory and adminis- 
trative unit from the dominating standpoint of public policy, and that it 
is best and most economically administered by the FDA on a consoli- 
dated basis, according to a common policy and through product experts. 
Indeed, this law now presents the opposite need of further consolidating 
it and its administration in the FDA, which the Hoover Commission 
should advise.° 


The second recommendation is that the FDA be transferred to a 
public health division of a national bureau of health in a new Department 
of Health, Education, and Security, and the presumption is that each 
such division and bureau would be governed by a physician. This 


S See my Seattle paper on September 6, 
1948; [3 Food Drug Cosmetic Law Quarterly 
(1948) 308]. 
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recommendation is likewise basically unsound,’ because the FDA would 
then be reduced to a low subordinate position in which its director is 
demoted from his present high and virtually independent administrative 
standing under the Act before us,’ and its administration would then 
come under the control of ‘‘political doctors," who represent a special 
interest (the medical profession) rather than the general public. 
Furthermore, such a recommendation is also basically unsound for the 
reason that it misconceives the FDA to be a technical health agency 
which belongs in a public health division of that character, whereas it 
is actually a distinctive law administration agency created to enforce 
legislation that has a definite economic, in addition to a remedial, health 
purpose and one which is, in effect, directly responsible to Congress. In 
short, the FDA is essentially a special regulatory agency on a relative 
par with the Federal Trade Commission. Hence, it should at least have 
its own regulatory position in a new department, with its director main- 
taining his existing appropriate standing, or it should be elevated to the 
status of a new and independent administrative agency headed by the 
Commissioner of Food and Drugs.’ This elevation is the indicated 
course for convincing reasons. They are: first, the Federal Food, Drug 
and Cosmetic Act is a great and distinctive national law of immense 
importance to our people, which warrants a separate and independent 
administration; secondly, its administration has outgrown a subordinate 
position and has developed vast proportions which are constantly 
expanding; and thirdly, its protective significance is infinitely more 
important than that of the Federal Trade Commission Act, which is 
properly given an independent administrative standing. Indeed, if the 
FDA were created today, it undoubtedly would receive that status, 
which it has failed to achieve simply because it evolved as a subordinate 
agency. Moreover, the administration of this Act will not receive the 
Congressional recognition it deserves until it has been elevated to a 
distinctive and independent status. For so long as it remains a sub- 
ordinate part of a general agency, it will continue to be pushed around 
from one administrative place to another. That is a situation which 


6 The Fulbright-Taft bill in the last Con- 7 See the unanswerable argument against 
gress, reorganizing the Federal Security such action in the House Report on H. R. 
Agency into a new Department of Health, 782 (Eighty-first Congress, First Session, 
Education, and Security, was open to virtu- p. 5), converting the Federal Security 
ally the same objection; and similar legis- Agency into a new Department of Welfare. 
lation is now before the present Congress. ’ See the excellent editorial on this sub- 
See H. R. 184 (Eighty-first Congress, First ject in the February 21 issue of Drug Trade 


Session). News. 
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undermines its stability, imperils a due administration of its law, and 
operates to prevent this law from receiving full Congressional attention. 
If, on the other hand, the FDA should be elevated to that status, | 
confidently predict that it would become the Federal agency most 
favored by Congress and most popular with the people. 


Consideration by Our Schools of Law 


My final observation is that, because the food and drug jaw has a 
major industrial significance, a profound social importance, and a funda- 
mental place in our jurisprudence, it should receive appropriate con- 
sideration by our schools of law, with respect to both instruction and 
research in it. That consideration has been recommended by the Com- 
mittee on Food, Drug and Cosmetic Law in the American Bar Associa- 
tion, and I suggest a concurring recommendation by this Section. 
Furthermore, the schools of medicine, pharmacy, public health, and busi- 
ness should also have an indicated regard for this law, where it does 
not exist. 


The fact is that no school of law now gives this law any attention, 
except where it is incidentally taught in a general course on business law 
or trade regulation (for example). It thus must be taught to under- 
graduate students, for whom a general curriculum is required; but it can 
be made a special course for postgraduate students, who desire to 
specialize in it wholly or partly. This specialized instruction to them has 
the significant value of training lawyers expert in this law for public 
service or private advice to the food and drug industries, and of develop- 
ing national leaders in this law who understand its fundamental 
philosophy and basic relation to our free institutions and their humani- 
tarian social order. Furthermore, these postgraduate students can en- 
gage in constructive research with respect to this law, which has the 
significant value of adding to our knowledge about it and providing guid- 
ing studies on it. This research also may include the preparation of 
useful compilations on this law, with the administrative and judicial 
actions under it. Their practical value is exemplified by the comment 
that no modern compilation of the state food laws is now available, which 
is badly needed by the food industry. In short, such research presents 
an infinite opportunity to explore and build this great law for the lasting 
benefit of all concerned. 


Introductory Statement Page 15 








The public and industrial need for such instruction and research in 
the food and drug laws by our schools of law has become increasingly 
apparent to me; and I am so impressed with the deep importance of this 
need that I have resolved to undertake its satisfaction, as a public service 
incidental to my professional work in the field of these laws. 


By CHARLES WEsLEY DuNn, Chairman 
Section on Food, Drug and Cosmetic Law 
of the New York State Bar Association 


SECTION OFFICERS REELECTED 


At the Fourth Annual Meeting of the Sec- 
tion on Food, Drug and Cosmetic Law of the 
New York State Bar Association, Mr. Charles 
Wesley Dunn was reelected for the fifth con- 
secutive year as chairman of the Section. Also 
reelected for the fifth consecutive year was Mr. 
George Link, ]r., secretary of the Section. 
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Administrative Progress 
of the Federal Food, Drug, and Cosmetic Act 


IN 1948 THE NATION'S FOODS, DRUGS, AND COS- 
METICS REACHED THE HIGHEST LEVEL OF COM- 
PLIANCE IN HISTORY .. . 


By C. W. CRAWFORD 





cosmetic legislation through outstandingly important actions in 

two of the three basic divisions of our government. The judicial 
branch handed down the Sullivan and Kordel decisions. The legislative 
branch enacted the Miller Amendment. The actions of the Supreme 
Court and the Congress represent progress on a scale so great that its 
significance is only beginning to be appreciated. A noteworthy con- 
tribution of the executive branch was the reorganization of the Food and 
Drug Administration. 


T= YEAR 1948 enriched the history of Federal food, drug, and 


The year saw great progress also in compliance by the regulated 
industries. Statistics show fewer legal actions in 1948 than in each of 
the last several years. The decrease is only partly due to the fact that 
the Miller Amendment operated only about half the year. While the 
quantity of foods seized under the Miller Amendment averaged more 
than ten tons for each calendar day after the amendment became effec- 
tive, the average daily quantity before the Phelps-Dodge decision put an 
end to such seizures was about 20 tons. 


It is a fair conclusion that, in 1948, the nation’s foods, drugs, and 
cosmetics reached the highest level of compliance in history. This does 
not mean that the regulatory task has lessened. On the contrary, it has 
grown and become more exacting because of the increased volume of 
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traffic, the widened obligations, and the greater complexity of enforce- 
ment problems. 


Review of Food-Enforcement Work 


A review of the food-enforcement work for the year shows im- 
proved conditions in almost every major food-producing industry and in 
the channels of its distribution. Voluntary corrections of insanitary con- 
ditions in factories and warehouses have been widespread. Sanitation 
experts have been employed by industry associations and individual 
firms and have established effective sanitation programs. 


A cause of major concern during the year was the great number 
of chemicals used or proposed for use in foods without awaiting the 
completion of pharmacological tests necessary to show whether these 
chemicals were toxic or could be used without jeopardizing the public 
health. An important point often lost sight of in proposing the use of 
chemicals in food is the policy of the law to protect the public health 
through banning the unnecessary use of poisonous or deleterious sub- 
stances. One cannot read the statute without being impressed with its 
clear intent of going further than merely insuring that no single food 
will itself carry enough poison to jeopardize health. Its obvious purpose 
is to safeguard the nation’s food supply so that the over-all quantity of 
toxic substances in all the items that make up the diets of our people will 
be held at safe levels. 


Whether the statute as now drawn will be effective in accomplish- 
ing that purpose in the face of increasing pressures for the use of new 
pesticides and new chemicals as preservatives, emulsifiers, and the like 
in scores of items in our food supplies remains to be seen. Thoughtful 
leaders in the food industries and in the field of public health are now 
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considering the desirability of an amendment comparable to the new- 
drug section for new chemicals intended for use in or on foods. 


During the year, an unusual number of vitamin preparations liable 
to rapid deterioration were found. No effective regulatory action could 
be taken until the Miller Amendment was enacted authorizing seizures 
without requiring proof of deterioration before the end of the interstate 
journey. It is hoped that producers can reformulate these articles to 
make them more stable. If this cannot be done, labels bearing expiration 
dates may be necessary. 


Several cases have been brought during the year against so-called 
health lecturers who claimed cure-all properties for the innocuously 
labeled articles they -purveyed. One case involved the promotion of 
unappetizing seaweed preparations which the lecturer told his audiences 
were of value for ulcers of the stomach, nerves, arteriosclerosis, apoplexy, 
high blood pressure, arthritis, neuritis, rheumatism, diabetes, “to help 
build resistance against disease,”’ and ‘‘maintain a daily equilibrium of 
optimal health." The key charge was that the labeling did not bear 
adequate directions for use in the conditions for which the oral repre- 
sentations were made. 


Recall Programs in the Drug Industry 


Errors and faulty controls in drug factories resulting in dangerously 
adulterated or misbranded articles reached an unprecedented high dur- 
ing the year. Sixteen recall programs had to be carried out on such 
products. When a distributor had records that made it possible to 
recover all distributed lots, the Food and Drug Administration confined 
its efforts to surveillance of the effectiveness of the recall and the proper 
disposition of the faulty goods. When code markings and shipping 
records were inadequate for the prompt recovery of all lots, the Adminis- 
tration issued warnings through the press and radio, as authorized by 
Section 705 (b) of the statute. 


The Administration has begun intensive training of more inspectors 
in evaluating control measures necessary to prevent errors and mixups 
in drug-manufacturing establishments. After establishments are in- 
spected, the management will be advised of any improvements that, in 
the opinion of the inspectors, are needed. It is hoped that this procedure 
will result in less frequent need for recall programs. Emphasis is shifted 
from cure to prevention. 
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During the year, the Joint Contact Committee made a signal con- 
tribution by outlining sanitary controls for drug factories. 


Kaadt Decision 


Marketing of the old-fashioned type of nostrum has become almost 
a rarity since the 1938 Act was passed. However, one of the most 
important criminal actions terminated in 1948 was against two physician 
brothers who distributed a vinegar solution of saltpeter and digestive 
tablets for the treatment of diabetes. The case was bitterly contested 
before a court and jury. The government presented expert medical 
testimony on the treatment of diabetes as well as case histories of deaths 
and injuries resulting from reliance on the product. At the end of a 
ten-day trial, the jury found the defendants guilty, and the court im- 
posed heavy fines and prison sentences. The defendants lost an appeal 
to the Circuit Court and have petitioned the Supreme Court for review. 
We may be thankful that the Congress, in enacting the present law, 
eliminated the requirement in the Sherley Amendment to the Act of 1906 
for proof that false therapeutic claims were fraudulently made. It is 
doubtful that this vicious imposition on public health could have been 
stopped if proof had been necessary of intent to deceive or of wanton 
and reckless disregard of truth. 


Problem of Worthless Devices 


Worthless devices with fantastic therapeutic claims and senseless 
gadgetry continue to be a regulatory problem. Many of the promoters 
of these articles have abandoned misrepresentations on the label or in 
labeling physically associated with the gadget and have transferred these 
claims to promotional booklets and circulars distributed apart from the 
article. The Kordel decision should be helpful in efforts to drive these 
fakes from the market. 


The claims for some of these devices are so fantastic that, in this 
beginning of the atomic age, they have considerable plausibility. A 
plastic dumbbell containing water with “expanded hydrogen atoms” was 
claimed to give off atomic energy and cure all diseases by simply hold- 
ing the gadget in the hands. A molded concrete block containing an 
inconsequential amount of radioactive ore was to be submerged in water 
where it was supposed to emanate radiation effective in the treatment of 
kidney disorders, diabetes, high blood pressure, and other diseases. A 
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vacuum dilator was promoted for the rejuvenation of elderly males; its 
use was claimed to ‘‘positively increase the vitality of 70 and 80 to that 
of 45 or 50.” 


Only a few cases were brought during the last year on cosmetics, 
and in only one case was the article alleged to be dangerous. 


Criticism of Administrative Policies 


While the year was marked by a great strengthening of the law 
through the Miller Amendment, a number of proposals were advanced 
for changes either in the law itself or in administrative policies of en- 
forcement which, if adopted, would result in impaired consumer protec- 
tion. Strong criticism was directed at the announcement of the Federal 
Security Administrator interpreting the provisions of the law as they 
apply to inert glandular preparations. The Administrator defined ‘‘inert 
glandular material’ as meaning preparations incapable of exerting an 
action or effect of some significant or measurable benefit in the diagnosis, 
cure, mitigation, treatment, or prevention of disease, or in affecting 
the structure or any function of the body. He referred to Section 
502 (f) (1) of the Act, which requires drugs to bear adequate directions 
for use unless exempted by regulations, and pointed out that one of the 
conditions of the exempting regulations was that “Information adequate 
for the use of such drug . . . by physicians, dentists, or veterinarians, 
as the case may be, is readily available.’ Since information adequate for 
any such use of an inert preparation is not available, the Administrator 
concluded that such articles could not be distributed in compliance with 
the law for use as drugs. 


Criticism of the Administrator's statement was based primarily on 
the ground that the law was not intended to drive from the market any 
article which any physician might want to use; that to do so constituted 
an interference with the practice of medicine; that no one should be too 
positive about the efficacy of any drug; and that the Administration in 
the enforcement of the law should concern itself only with drugs pro- 
moted through misrepresentations. Much of the critical argument was 
on the question of fact as to whether the glandular preparations in ques- 
tion are inert. 


We agree that we should not be dogmatic about the efficacy of any 
drug. We are impressed with this each time we consider a case on 
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therapeutic claims. But we do not believe a proper sense of caution 
should carry our doubts to the extreme where all products for which 
virtue is claimed by some physicians are immunized from the operation 
of the law. We have found too many instances where physicians, even 
as you and I, have been victimized through a very human yielding to 
high-pressure salesmanship. 


One of our investigations revealed widespread and repeated sales 
to physicians, mostly doctors of medicine, of a parenteral drug prepared 
in the salesman’s hotel room by dissolving liver of sulfur in tap water 
and filling it into small vials. No attempt was made to sterilize it. Per- 
haps the crudity of the preparation and the pain caused by its injection 
restricted the success of this venture before the promoter was finally 
incarcerated for violation of state laws. In another case, more than a 
million dollars worth of a harmless and sterile solution, perhaps truth- 
fully labeled ‘‘Glyoxylide-Dilution 10-'*"’ was sold to doctors, primarily 
as a remedy for cancer. Some 1500 licensed practitioners, including many 
medical doctors, regularly used it. 


The only practicable solution we have found to the problem of 
determining whether a substance is inert or has value as a drug and, if 
it does, what claims may truthfully be made for it, is to rely on the 
consensus of medical opinion, which, in turn, is increasingly based on 
the results of carefully controlled investigations. Through modern 
techniques, these investigations are becoming more and more productive 
of facts. This contrasts sharply with conditions years ago when medical 
opinion was based largely on empiricism or uncontrolled clinical observa- 
tions. Modern methods include not merely work on laboratory animals; 
the ultimate test is scientifically controlled clinical work on humans. It 
is our belief that these advances in evaluating drugs have created an 
atmosphere widely different from that in which the McAnnulty decision ' 
was rendered in 1902. 


The government cannot hope to enforce any policy with respect to 
the efficacy of drugs if that policy is not supported by the consensus of 
medical opinion. Accumulated medical knowledge is therefore the stand- 
ard. The law is but an instrument for applying that standard. If the 
result smacks in any way of regulating the practice of medicine, the 





1 American Magnetic School of Healing 
vw. McAnnulty, 187 U.S. 94. 
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regulation is by the medical profession itself through its accumulation 
of medical facts. 


The present law recognizes differences of opinion where a sub- 
stantial reason underlies each of the opposing views. But where one 
opinion is conclusively grounded in scientifically controlled clinical work 
on humans and the opposing opinion rests on nothing more than uncon- 
trolled clinical observations we do not believe that this falls within the 
scope of the differences of opinion recognized in Section 201 (n) of 
the law. 


We believe that no substantial difference of opinion exists about the 
lack of value of some of the glandular preparations. And if evidence is 
available for proof in court that these preparations are in fact inert, there 
is an obligation to invoke the applicable provisions of the law against 
their interstate distribution. Aside from the economic effect on con- 
sumers, it is hardly arguable that the administration of inert drugs when 
therapeutic activity is needed and expected may result seriously to the 
patient. 


The statutory requirement for adequate directions for use is looming 
with ever greater importance. Ass the courts have tightened the net in 
the decisions in the Dotterweich, Walsh, Sullivan, Kordel, and other 
cases, the worst abuses in the sale of drugs and devices are tending to 
settle in an area that cannot be effectively reached by other provisions 
of the Act or by the advertising law. If they can be reached at all, it will 
be through Section 502 (f) (1). We see no ground for ignoring the 
applicability of this provision to inert glandular preparations even though 
they may not be misrepresented by their purveyors. 


Warning Statement on Prescription Drugs 


Complaints also have been registered in the last year over the 
application to drugs delivered on prescription of the ‘“Warning—May 
be habit forming’ statement required on the labels of certain drugs by 
Section 502 (d). Objections have generally centered around refills of 
prescriptions for barbiturates without the authorization of the prescrib- 
ing physician. 

The concern Congress obviously felt about abuses in the sales of 
barbiturates and other habit-forming drugs when Sections 502 (d) and 
503 (b) were drafted has been fully warranted by experience through 
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the years since the law was enacted. We have found it necessary to 
investigate literally scores of tragedies resulting from the unauthorized 
refilling of barbiturate prescriptions. Time after time we have found 
that an original prescription for a dozen or so barbiturate capsules has 
been refilled until the patient received several thousands. 


We believe that a prescription should be regarded as a written 
expression of the physician's will and purpose that the patient be 
furnished a specified quantity of a drug for use as the physician directs. 
If the prescription specifies that it may be refilled a certain number of 
times at stated intervals, its refilling accordingly is unobjectionable. But 
refilling without an expression of the physician's will and purpose that 
the patient be furnished a quantity additional to that originally called 
for by the prescription is in both logic and fact an over-the-counter sale. 


In Section 503 (b), the statute exempts drugs sold on prescriptions 
from the ‘““Warning— May be habit forming” statement if the prescrip- 
tion is marked by the physician as nonrefillable or if refilling is pro- 
hibited by local law. 


A barbiturate furnished on a prescription is not subject to exemp- 
tion from bearing the warning statement if there is no local law prevent- 
ing refills and if the physician does not mark his prescription nonrefillable. 


Where there is no such local law, it is the concern of the Federal law 
that, if the physician fails to so mark a prescription, the patient be warned 
by label against the dire consequences that have ensued so frequently 
and with such tragic results when the patient was not aware of the risk. 


Some of the concern felt by druggists in areas where local law does 
not prohibit refills might be avoided if they and the physicians in their 
community consider the problem together and seek an agreement that 
the physicians will mark each prescription as nonrefillable, or if multiple 
deliveries are specified in the prescription, that it is nonrefillable after 
the last delivery so specified. Certainly, this would be preferable to any 
amendment which would lower the protection now afforded against 
contraction of the barbiturate habit. 


Proposed Changes in the Law 


The most serious move during the year that would impair public 
protection through changing the law was the Moore Amendment which 
would require proof of intent or gross negligence in criminal prosecu- 
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tions. This amendment was attached to the Miller Amendment in the 
Senate but was deleted in conference. 


I am happy to report that the regulated industries effectively op- 
posed this amendment. It is, as the Chairman of your Section has aptly 
characterized it, a “ripper amendment.” As far back as 1887, a New 
York court, in speaking of laws designed to protect public welfare, said: 


Experience has taught the lesson that repressive measures which depend for their 
efficiency upon proof of the dealer's knowledge and of his intent to deceive or defraud 
are of little use and rarely accomplish their purpose.’ 

Food and drug legislation has traditionally omitted any requirement 
for proof of intent or negligence. It has recognized that the effect upon 
consumers of adulterated and misbranded articles is not altered by the 
state of mind of the vendor. It has placed squarely upon the vendor the 
obligation of knowing that his products are safe and what they purport 
to be. Certainly, he has an opportunity to know this, whereas the con- 
sumer is almost beyond self-protection. This is why good manufactur- 
ing practice in food, drug, and cosmetic industries involves checks and 
controls designed to safeguard the integrity of these products. 


The law is an expression of the unusual responsibility the nation 
ascribes to those who produce and distribute these everyday necessities 
to health and life. It has been said that the law unfairly discriminates 
against drug manufacturers because those who operate airlines and rail- 
roads or build bridges, skyscrapers, and elevators are not subject 
to criminal penalties unless intent or criminal negligence is shown. 
Whether the law with respect to common carriers and builders parallels 
in this respect the law on foods, drugs, and cosmetics seems beside the 
point. Certainly, experience in the enforcement of the Sherley Amend- 
ment to the 1906 Act, under which proof was required that false 
therapeutic claims were fraudulently made, eloquently demonstrates that 
the public cannot be protected if the state of mind of the vendor is a 
controlling element of the offense. 


If we are to have entire consistency in our laws and are considering 
the introduction of a requirement for proof of intent or criminal negli- 
gence in the food, drug, and cosmetic law, then perhaps we should also 
consider the inclusion in that law of the various controls governing com- 
mon carriers and builders. I question whether the food, drug, and 


2 People v. Kibler, 106 N. Y. 321; 12 N. E. 
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cosmetic industries would wish to accept provisions paralleling those 
regulating common carriers, such as licensing, safety regulations with 
continuing inspection to see that they are observed, the fixing of rates 
and control of profits, the approval of mergers, and the like. Even 
builders of bridges, skyscrapers, and elevators must get permits, and 
their work is subject to inspection and control. It may be concluded that, 
if discrimination in over-all controls exists, it is not against the drug 
industry. 


It is my sincere hope that the regulated industries will recognize that 
their own interests cannot be served by any such provision as the Moore 
Amendment. 

Before the year closed, the Agriculture Task Force of the Hoover 
Commission on Government Organization recommended that the Food 
and Drug Administration be split up into two parts, with the regulation 
of food going to the Department of Agriculture and the regulation of 
drugs remaining in the new department to be created from the Federal 
Security Agency. 

The Medical Task Force recommended that a strengthened Food 
and Drug Administration become a part of a health agency in the new 
department. 


Task Force recommendations are not final. The Commission will 
undoubtedly iron out this conflict before it submits its report. 


During the past year three new antibiotics were developed and now 
are coming on the market. An amendment to the law has been proposed 
which would provide for the certification of these in the same manner 
that penicillin and streptomycin are now certified. It is gratifying that 
the drug-manufacturing industry has indicated its support of this 
amendment. 


Strengthening the Law 


I have great hope that this and other amendments to the law, as 
they are needed, will be enacted from time to time with the support of 
the regulated industries. I believe that the studious discussions of food 
and drug legislation promoted by this organization, and the consequent 
better understanding of the part this law plays in American life, are 
powerful influences in strengthening the law as needed and in preventing 
weakening amendments. [The End] 
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Enforcement and Judicial Progress 
of the Federal Food, Drug, and Cosmetic Act 
In 1948 BY DANIEL P. WILLIS 


AND WILLIAM W. GOODRICH 


AMONG THE MORE IMPORTANT COURT DECISIONS 
IN 1948 WERE SULLIVAN, KORDEL, AND URBETEIT 


cannot help but be impressed with the sympathetic treatment 
accorded the Federal Food, Drug, and Cosmetic Act in the 
courts. There is increasing evidence that a great majority of Federal 
judges approach their cases with the thought that this Act is to be treated 
as “a working instrument of government and not merely as a collection 


RR cronee help the judicial decisions rendered during 1948, one 


of English words.” ' 


1948 is a year to remember in the development of this statute. It 
gave us the Sullivan, Kordel, and Urbeteit decisions by the Supreme 
Court of the United States; it gave us the Miller amendment by the 
Congress. 

Aftermath of the Sullivan Decision 

The Sullivan * decision is slightly more than one year old. It has 
been discussed exhaustively in the Quarterly, and no good purpose 
would be served by examining the decision. Its effect, however, is only 
now beginning to be noticed. The decision was first applied in Harry 
Cavassa v. United States.* That case was under submission in the 
Court of Appeals for the Ninth Circuit when the Supreme Court acted. 
The Court of Appeals disposed of the Cavassa case in a per curiam 
opinion, stating simply that the judgment of conviction was affirmed on 
the authority of LInited States v. Sullivan. 








1 United State 3 Vv. Dotte rweich, 320 U. S. 3 Food Drug Cosmetic Law Quarte riy 
277, 280 (1943). (1948) 131]. 
2332 U. S. 689, January 19, 1948 [CCH 165 F. (2d) 616 (CCA-9; 1948) [CCH 


Food Drug Cosmetic Law Reports { 7076, Food Drug Cosmetic Law Reports { 7081}. 
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There was, however, a point of differentiation that might have been 
made had counsel seized upon the famous footnote 2 in the Sullivan 
opinion. Four of the six counts in the information involved sale of pre- 
scription drugs over-the-counter in the same containers in which they 
were transported interstate. No repackaging was involved, and the mis- 
branding arose upon the expiration of the exemption provided in the 
regulations, because the sales were made without prescriptions. No 
attempt was made to convince the Court of Appeals that the ‘‘prescrip- 
tion legend,” that is, the label marking ‘“To be used only by or on pre- 
scription of a physician,” satisfied the requirement of adequate directions 
for use. If the legend does satisfy that requirement of Section 502(f) (1) 
of the Act, then, of course, no misbranding would be involved in offering 
the drugs for sale without prescriptions. 


We are convinced that we can show a court in which the question 
may arise that the legend is not adequate as directions for use, both as 
matter of fact and as matter of law. A factual demonstration could be 
made to show that persons do not ordinarily buy drugs and then proceed 
to a physician for directions as to their proper use. Actual practice 
shows that the transaction goes the other way around. In the usual 
course of events, the purchaser obtains prescription drugs only upon a 
written order of a physician and is provided directions by the physician 
when the prescription is written. ‘When a person purchases a drug 
over-the-counter, he does not thereafter seek professional advice as to 
the appropriate use of the article. He relies upon the labeling to guide 
him to safe and effective use. In point of law, we can show that the 
prescription legend was not intended to serve as adequate directions 
for use, but instead was one of the conditions of exemption from the 
requirements of Section 502(f)(1).* That is, adequate directions for 
use are not required in labeling when the drug is the subject of a bona 
fide prescription transaction. The past year has brought no defenses 
based upon Mr. Justice Black's footnote. 


The most significant effect of the Sullivan decision was to remove 
for the most part—and at least to reduce to ineffectiveness—arguments 
that the Miller bill ° was an unconstitutional proposal. 





421 Code of Federal Regulations Cum. 5H. R. 4071, Eightieth Congress. 
Supp. Section 2.106 (b), amended 21 Code 
of Federal Regulations 1944 Supp. Sec- 
tion 2.106 (b). 
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Printed Matter “ Accompanying” an Article 


The Kordel and Urbeteit decisions were the culmination of more 
than six years development of the Act in order to reach a simple evasive 
scheme attempted through separate shipment of drugs and the printed 
matter designed to explain their intended uses. 


This method of evasion had been employed under the Federal Food 
and Drugs Act of 1906, and could not be controlled because the mis- 
branding proscribed included only false and fraudulent statements that 
were within or upon the package.® When the Act was revised, that 
concept was abandoned, and labeling was defined to include written, 
printed, or graphic matter “accompanying” an article as well as such 
matter on or within the package in which the drug was shipped.’ 


There has been little controversy as to the intent of Congress to 
expand the concept of labeling in order to include printed matter which 
is neither upon nor within the shipping container. The contention has 
been strongly made, however, that in a prosecution action under Section 
301(a) of the Act,® or in a seizure action under Section 304(a) before 
its amendment,® the government should be required to prove that the 
printed matter accompanied the article at the time of introduction into 
commerce in the one case and at least during interstate transportation 
in the other. In practical effect, the injection of the time element into 
the interpretation of “accompaniment” by reading the jurisdictional pro- 
visions into the definition of labeling would have nullified the Congres- 
sional effort at expansion. It would have meant that Congress expanded 
the words but not the substance of the 1906 Act because it failed to 
adjust the jurisdictional provisions when it adjusted the definition of 
labeling. 


Alberty v. United States *° had held that the definition of labeling 
was to be so qualified in a prosecution action. The Court of Appeals 
for the Fifth Circuit followed that ruling in LUrbeteit v. Linited States," 
a seizure action. It held that “accompany means to go along with. Ina 
criminal and forfeiture statute the meaning cannot be stretched.” 





621 U. S. C. 10 (1934 Ed.) and Seven * 21 U.S. C. 334 (a). 
Cases of Eckman’s Alterative v. United 159 F. (2d) 278 (CCA-9; 1947) [CCH 
States, 239 U. S. 510 (1916). Food Drug Cosmetic Law Reports { 7034]. 
721 U.S. C. 321 (m). 1164 F. (2d) 245 (CCA-5; 1947) [CCH 
§ 21 U.S. C. 331 (a). Food Drug Cosmetic Law Reports { 7065). 
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The Court of Appeals for the Seventh Circuit, one day earlier, had 
disagreed with the Alberty decision, and had accepted the government's 
contentions that ‘accompanying such article’ was used by Congress to 
mean a business and textual relationship, rather than physical contiguity 
in transit. The Supreme Court granted certiorari on April 19 to resolve 
the conflict. 


The facts in the two cases were particularly appealing from our 
point of view. The Urbeteit case involved a therapeutic device heralded 
by a related circular as an effective instrument of diagnosis and cure of 
most serious diseases, including cancer, poliomyelitis, tuberculosis. heart 
disease, and the like. The device consisted of a step-down transformer 
for reducing the voltage from an ordinary household wall socket. Four 
shipments of machines were made between July 25, and September 21, 
1945. The circulars were shipped on or about September 1, and were 
in use by the consignee, an unlicensed chiropractor, on September 5 when 
an inspector called. The evidence showed that the printed matter was 
forwarded by prearrangement and constituted an essential part of the 
interstate transaction. 


The Kordel facts were somewhat more involved. The products 
were vitamin, mineral, and herbal preparations, all of which were in- 
nocuously labeled. Three criminal informations charged 20 violations 
of Section 301(a) of the Act. In seven of the counts, at least part of the 
offensive printed matter was shipped in the same shipping cartons with 
the drugs. In the remaining 13 counts, the leaflets, booklets, or circulars 
were shipped separately and at different times. The time interval ranged 
from two days before the drug to 561 days after, but the more general 
time interval was 36 days after the drug. 


This printed matter consisted of a number of health booklets, one 
of which had the interesting title ‘Does This Exotic Plant from Ceylon 
Hold the Answer to Man's Search for the Secret of ‘Rejuvenation’?” 
The statements therein were characterized by Dr. Anton J. Carlson, the 
distinguished physiologist, who appeared as a government witness, as 
““fantastic,"’ and “reprehensible and artistic lying.”’ 


Most of the printed matter was on display in health food stores with 
the drugs; some was marked with a nominal selling price and sold inde- 
pendently of the drugs, while some was given away with the sale of 
products; and much of it was intended to be distributed by mailing to 
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persons on the drug consignee’s mailing list. But in each instance it was 
shown, and the trial court found as a matter of fact, that the printed 
material was intended to be distributed in relation to the drugs. 


The Supreme Court agreed with the courts below that the printed 
matter properly was regarded as labeling within the meaning of the 
Act.’* The Court, pointing out that the drugs and printed matter were 
interdependent and that there is no canon of construction against using 
common sense in reading a criminal law, held that: 


the phrase ‘accompanying such article’ is not restricted to labels that are 
on or in the article or package that is transported. 


. . * 


One article or thing is accompanied by another when it supplements or explains 
it, in the manner that a committee report of the Congress accompanies a bill. No 
physical attachment one to the other is necessary. It is the textual relationship that 
is significant 

The false and misleading literature in the present case was designed for use in 
the distribution and sale of the drug, and it was so used. The fact that it went in a 
different mail was wholly irrelevant whether we judge the transaction by purpose or 
result. And to say that the prior or subsequent shipment of the literature disproves 
that it “is” misbranded when introduced into commerce within the meaning of § 301(a), 
is to overlook the integrated nature of the transactions established in this case. 


Moreover, the fact that some of the booklets carried a selling price is immaterial 
The Act cannot be circumvented by easy device of a ‘sale’ of the advertising 
matter where the advertising performs the function of labeling. 

The dissenting opinion was grounded upon the idea that the govern- 
ment had chosen to proceed under the wrong section of the Act, that is, 
the charge should have been made under Section 301(k) since the 
essential “accompaniment” occurred while the drugs were held for sale. 
Though Mr. Justice Black expressed agreement that false labels may 
“accompany” a drug ‘‘on its interstate journey even though not in the 
same carton, on the same train, in the same mail, or delivered for ship- 
ment the same day,” he nevertheless would have reversed the conviction 
on the count in which the printed matter was forwarded two days before 
the drug. 

Had the Court drawn the line suggested by the dissent, a very 


strange application of the Act would have resulted. Under one of the 
informations, a booklet entitled ‘““What You Can Do About Relieving 








293 L. Ed. 73 [CCH Food Drug Cosmetic curred. Dissenting opinion by Mr. Justice 
Law Reports § 7101], opinion by Mr. Jus- Black, with Justices Frankfurter, Murphy, 
tice Douglas Chief Justice Vinson, and and Jackson concurring. 

Justices Reed, Burton, and Rutledge con- 
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the Agonies of Arthritis’ was shipped with the drugs involved in four 
counts, was shipped two days before the drug involved in one count, and 
was shipped 561 days after the drug in the last count. The display to 
the public was the same. Drugs and printed matter were found side by 
side in the health food stores. If time in transit had been the test, this 
booklet would have been regarded as labeling for purposes of four 
counts, but not for purposes of the other two. And this, though the 
display and use of the printed matter was identical to the eyes of the 
purchasing public. 


The Urbeteit '* opinion contains a slightly different expression of 
the Court's holding. Justice Douglas said: 

Measured by functional standards,“ as § 201(m)(2) of the Act permits, these 
leaflets constituted one of the types of labeling which the Act condemns. 


the common sense of the matter is to view the interstate transaction in its 
entirety—the purpose of the advertising and its actual use . . . The problem is a 
practical one of consumer protection, not dialectics . . . Where by functional 
standards the two transactions are integrated, the requirements of § 304(a) are satisfied, 
though the mailings or shipments are at different times. 


Petition for rehearing in the Kordel case was denied on December 
20, 1948. Its principal theme was that the decision has thrown the regu- 
lated industry into confusion and placed manufacturers and distributors 
in intolerable jeopardy. But, any feared hardship can be avoided simply 
by telling the truth about drugs. The Supreme Court previously has 
observed that “it is not difficult to choose statements, designs, and 
devices which will not deceive; '° and that “there is no hardship in this 
to the manufacturer or the seller of drugs. They surely know what they 
make or vend.’ '® The other points of interest were that the Court has 
confused Sections 502(a) and 502(f)(1); and that the products in- 
volved were not drugs at all but are special dietary foods. We see no 
confusion of the statutory provisions. And petitioner stipulated in the 
trial court that the products are drugs. 


Looking at the dissenting opinion, the question arises as to why we 
have argued for this comprehensive meaning of the phrase “accompany- 
ing such article’ instead of bringing actions under Section 301(k). The 








893 L. Ed. 79, 80 [CCH Food Drug Cos- % United States v. 95 Barrels of Vinegar, 
metic Law Reports { 7102]. 265 U. S. 438 (1924). 
“4 This expression was first suggested by % United States v. Antikamnia Chemical 


Mr. Justice Frankfurter at the oral argu- Co., 231 U. S. 654 (1914). 
ment. He dissented from the opinions, 
however. 
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practical reasons were two: first, the constitutional validity of Section 
301(k) has only recently been established; and, second, such an applica- 
tion of the Act would have excluded seizure action, since Section 304(a) 
was not co-extensive with Section 301(k) before the recent amendment. 
The shipper could be prosecuted, but the drugs could not be removed 
from the market by seizure. Now that the amendment has been passed, 
there remains a reason for the “accompaniment” theory. Much of this 
business is conducted by direct selling to consumers, and the products 
do not go through the “held for sale’ stage after interstate shipment. 
The Kordel and Urbeteit opinions permit seizure and prosecution in 
such cases. 


Drug Misbranding: False and Misleading Therapeutic Claims 


Two appellate decisions, involving false and misleading claims of 
therapeutic efficacy, faced the rather difficult question as to the present 
applicability of American School of Magnetic Healing v. McAnnulty."' 
That case, of course, held that the Postmaster General was without au- 
thority to issue a fraud order where the representations claimed to have 
been fraudulent involved medical questions on which ‘‘opinions are far 
apart.’ The decision was applied in Food and Drug cases as early as 
1911.8 The effect of these decisions is to remove from possible jury 
submission all questions which involve honest differences of medical 
opinion, that is, when it develops in a case that there is nothing more 
than an honest difference of opinion among schools and practitioners as 
to the efficacy of a drug, the case may not be submitted to the jury. 


The first of the current cases was Research Laboratories v. United 
States.’* A number of shipments of a drug known as Nue-Ovo were 
seized after interstate movement and were proceeded against in the 
Western District of Washington. It was agreed that the labeling repre- 
sented the product as being effective in the treatment of arthritis, rheu- 
matism, neuritis, sciatica, and lumbago. The issue was whether the drug 
was effective. The government presented a number of expert witnesses 
who testified as to the results obtained through actual tests of the drug, 
as to the consensus of medical opinion, and as to their own opinion of 





7187 U. S. 94 (1902). ” 167 F. (2d) 410 (CCA-9; 1948) [CCH 
1 United States v. Johnson, 221 U. S. 488 Food Drug Cosmetic Law Reports 7087}, 
(1911): and Seven Cases of Eckman’s AI- certiorari denied 69 S. Ct. 65 
terative v. United States, 239 U. S. 510 
(1916). 


Enforcement and Judicial Progress Page 33 








the effectiveness of the drug based upon their knowledge of the effect 
of the ingredients. The claimant presented physicians to testify that the 
drug was in fact effective as represented. 


On appeal, the claimant urged that this testimony merely showed 
a difference of opinion among qualified medical experts, and, on the 
basis of the McAnnulty case, it did not present an issue to be submitted 
to the jury. The Court of Appeals first pointed out that tremendous 
advances in scientific knowledge and certainty have been made since 
1902, and that questions which previously were subjects only of opinion 
have been answered with certainty by the application of scientifically 
known facts. The Court discussed three types of medical testimony 
which it held were substantial evidence which presented a question of 
fact for the jury: (1) Testimony by experts based on controlled clinical 
studies made with the product itself; (2) testimony as to the consensus 
of medical opinion as to the effectiveness of the drug; and (3) the 
experts’ opinion based upon training, experience, and general medical 
knowledge regarding the effectiveness of the ingredients. All three of 
these types of medical testimony were held to fall outside of the scope of 
the McAnnulty case, and to present questions of fact rather than mere 
differences of opinion. The weight of the evidence was, of course, held 
to be for the jury. Certiorari was denied despite strong urgings of 
counsel. 


An interesting sidelight in the decision is the discussion of testimony 
elicited to show the fraud which permeated the claimant's business. The 
government showed that the claimant was unable to make good its label- 
ing promise to produce on request the originals of certain testimonials. 
At least some of the persons denied having written testimonials. Certain 
“before and after” pictures used in the labeling were shown to be untrue. 
An Oregon sheriff testified that he had investigated the photographic 
representations and had found the subject not to be completely recovered 
from arthritis as claimed, but rather to be upon crutches suffering from 
the disease. The label representations as to the analysis of the ingre- 
dients were shown to have quoted from authoritative texts, but with such 
significant deletions as: 

Ginseng— "The extraordinary medicinal virtues formerly described as [ascribed 
to] Ginseng had no other existence than in the imagination of the Chinese.” 
Finally, the government showed that the claimant had made rather 
elaborate arrangements to make it appear that a disinterested person, a 
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Mrs. Pautz, personally was answering inquiries evoked by a newspaper 
advertisement. 


The Court of Appeals held this evidence properly admissible in 
order that the entire picture might be put before the jury. Recognizing 
that fraud was not in issue, the Court nevertheless observed that “this 
does not mean... that under the present law the appellee, in presenting 
to the jury a fair and complete picture of the claimant's activities, must 
sedulously avoid adducing any evidence of fraud.” 


The second case involving the point was LInited States v. Kaadt.*° 
The appellant contended that the representations that its drug, a mix- 
ture of vinegar, saltpeter, and taka-diatase, is an effective oral treatment 
for diabetes were not representations of fact but statements of opinions 
honestly held. The Court of Appeals noted that the expert witnesses 
who appeared for the government testified that their opinion testimony 
represented the consensus of medical opinion. It held that consensus 
of opinion was provable as a fact. 


We have come to question whether the McAnnulty principle is 
sound in present day application. Since 1902, when the case was 
decided, there have been tremendous advances in medical knowledge. 
Most significant is the recent development of drugs with specific action 
in disease, such as the sulfonamides and the new anti-biotics. These 
therapeutic agents have given impetus to investigation with the result 
that many questions that in 1902 were within the realm of opinion and 
doubt now have been explored by qualified investigators. 


Fundamentally underlying the McAnnulty and Johnson decisions 
was the notion that there are no certainties in medicine. But facts in 
medicine are not different from facts in other fields of specialized knowl- 
edge. True, such facts must be proved through expert witnesses. There 
are many fields of the law in which facts regularly are proved through 
conflicting medical testimony. The trier of the facts customarily resolves 
the conflicts. It has never been suggested that a difference of opinion 
among experts as to the nature of some disability would take a negligence 
or workmen's compensation case from the jury. There is no basis on 
which to set apart into a special class the several laws intended to require 


2 F. (2d) — (CA-7; 1948) [CCH Food (CCA-3; 1948) [CCH Food Drug Cosmetic 
Drug Cosmetic Law Reports ‘1 7106) Law Reports { 7082), certiorari denied 334 
United States v. Ghadiali, 165 F. (2d) 957 U. S. 821, also touched upon the point 
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truth in the merchandising of medicinal preparations. The time is ap- 
proaching when the McAnnulty principle will be taken to the Supreme 
Court for re-evaluation. 


Food Misbranding: Slack-Filled Packages 


One of the few cases that has arisen under Section 403 (d) (21 
U. S. C. 343 (d)) was decided in Boston in November 1948.7: The 
government, alleging that boxes containing Arden Assorted Candy 
Drops were slack-filled, instituted libel proceedings. It was the govern- 
ment’s contention that the boxes were so filled as to be misleading in 
that each contained only 17 candy drops, leaving 35 per cent of the 
space in the box empty. 


The government attempted to prove by expert witnesses that the 
consuming public would likely be deceived by these slack-filled packages, 
that is, that the size of the container is an indication of amount of con- 
tents. The Court, however, refused to allow any evidence that did not 
apply directly to packages of candy drops such as those involved in 
the case before it. The government contended that the burden was 
on the manufacturer to establish that in good manufacturing practice 
a greater fill could not reasonably be expected. 


It appears from the Court's opinion that it was satisfied that any 
greater fill of candy drops would not be consistent with good manu- 
facturing practice. There is no discussion as to who carries the burden 
of proof. Judge Wyzanski made much of the fact that no evidence 
was adduced as to how many pieces of candy any consumer would expect 
to receive in the type of box involved. He held that the question 
whether the package is misleading is a question of fact; that it is ‘the 
expectations of a person who has that common degree of familiarity 
with our industrial civilization which furnish(es) the standard which 
Congress intended to be applied.” The Court's interpretation of this 
section was that both the reasonable expectation of a person acquainted 
with modern methods of packaging and the amount that can “‘conveni- 
ently be packed . . . by machine” must be taken into consideration in 
determining whether a consumer will be misled or is likely to be misled. 


The government argued that the Act is designed to protect the 
whole consuming public including the credulous, the unthinking, and the 





21 United States v. 116 Boxes . . . Arden (DC Mass., 1948) [CCH Food Drug Cos- 
Assorted Candy Drops, 80 F. Supp. 911 metic Law Reports § 7103). 
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ignorant purchasers, and that the type of sophisticated person referred 
to by Judge Wyzanski is not in need of protection. This is another 
record of failure in litigated slack-fill cases. We shall make extra prepa- 
ration for future cases of this kind. 


Proof in Criminal Cases 


Two of the criminal appeals decided during the past year involved 
problems relating to the quantum of proof necessary for a conviction. 
The first, United States v. Crescent-Kelvan ** was a prosecution for 
shipping in interstate commerce a drug alleged to be adulterated and 
misbranded. The information charged the association which distributed 
the drug and two individuals, one of whom was its president, and the 
other its secretary-treasurer and a trustee, with violations of the Act. 
The trial was by jury, and a general verdict of guilty was returned. 
The Circuit Court reversed on several points, one of which was the 
erroneous mention in the judge's charge to the jury that the crime must 
be proved by ‘a preponderance of the evidence.” 


Another point made in the case was whether the defendants’ rights 
under the Fourth Amendment against unreasonable search and seizure 
were violated when an inspector entered the plant without a search 
warrant, obtained samples of their products which later were introduced 
in evidence, and inspected the shipping records from which the names 
of buyers of the drug were obtained. Since all of the inspection was 
done with the tacit permission of the individual defendants, who had 
authority to bind the association, and was made at a reasonable time 
and without force, the Court held that the inspector acted under au- 
thority of the Act ** and did not violate defendants’ constitutional rights. 


The other decision involving the proof necessary in a criminal case 
was Pasadena Research Laboratories v. United States.** The defend- 
ants were convicted, and on appeal contended that the government had 
not sustained its burden of proof as to adulteration in that they had not 
removed all possible doubt as to possible changes in the drugs or tamper- 
ing with them between the time the shipments were made, the samples 
were taken, and the government tests completed. The appellant sug- 
gested that the products may have been subjected to excessive heats, 





22164 F. (2d) 582 (CCA-3; 1948) [CCH *169 F. (2d) 375 (CCA-9; 1948) [CCH 
Food Drug Cosmetic Law Reports { 7079). Food Drug Cosmetic Law Reports % 7094}, 
23 Section 704, 21 U. S. C. 374. certiorari denied 93 L. Ed. 38. 
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freezing temperatures, and other “dire vicissitudes.” As to this con- 
tention, the Court explained that proof beyond a reasonable doubt does 
not necessitate removing all possible doubt by affirmative evidence cover- 
ing all possible contingencies. The Court referred to the ‘‘well established 
presumptions regarding the regularity not only of the acts of public 
servants but also of the acts of private individuals."” If the burden of 
proving affirmatively the absence of all tampering or irregularity were 
placed on the prosecution as was contended ‘‘the Act would be incapable 
of enforcement.” 


The appellant petitioned for certiorari on the contention that the 
presumption of innocence is stronger than the presumption of regularity. 
It did not, however, overcome the first proposition that reasonable doubt 
does not mean possible doubt. 


Seizure Procedure: Seizure of Imports 


The Kozloff Fish case *° was the first appellate decision as to the 
availability of the seizure sanction against import shipments. The prin- 
ciple derived from the decision is that once an imported food has been 
released from Customs custody, even though under bond in accordance 
with Section 801 of the Act,”* the article may be seized and condemned 
if it is found to be adulterated. 


The case arose when four shipments of fish from Winnipeg, Mani- 
toba, Canada, were inspected at Detroit, Michigan, and seized after 
they previously had been released by Customs with the consent of the 
Federal Security Administrator. The fish were contaminated by para- 
sites while in the Canadian lakes from which they were taken. The 
Food and Drug Inspectors did not discover the parasites until the second 
examination, after the fish had been granted admission into the United 
States. The claimant argued that the fish maintained an “import” status 
since they were still in their original packages at the port of entry; that 
they were not in interstate commerce and thus not subject to seizure, 
and, if found to be contaminated, they should be recalled to Customs 
custody so that they might be exported under Section 801. 


The Court of Appeals, in affirming the condemnation decree, held 
that once imports are unconditionally released by Customs with the 





23 230 Boxes of Fish v. United States, 168 * 21 U.S. C. 381. 
F. (2d) 361 (CCA-6; 1948) [CCH Food Drug 
Cosmetic Law Reports { 7089). 


Page 38 Food Drug Cosmetic Law Quarterly— March, 1949 





i ann a 











approval of the Federal Security Administrator, they are released from 
the operation of Section 801, and are subject to seizure as are all other 
articles “in interstate commerce,” which is defined to include commerce 
between “any State or Territory and any place outside thereof.” This 
definition was not to be construed as meaning only ‘commerce between 
the states,’ so as to render part of the language surplusage. The Court 
held that the definition of “interstate commerce” made the seizure pro- 
visions of the present Act the equivalent of the provisions relating to 
seizure of imports in the 1906 Act, where it was provided that an adul- 
terated or misbranded article could be seized “‘if it be imported from a 
foreign country for sale.” 

Since it is manifestly impossible to inspect every article as it enters 
the country, this interpretation of the Act will aid in its effective admin- 
istration to protect the consumers of the United States. The Court noted 
(p. 365) that: 


After an imported article has passed from the control of the Customs officials and 
has been released and delivered to the consignee, no authority under federal law or 
customs’ regulations is found to authorize the Secretary of the Treasury to seize such 
imports except in cases where fraud was involved in their entry. 


The seizure section fills the gap. 


Export After Condemnation as a Means for Bringing Articles 
in Compliance with the Act 


United States v. Kent Food Corporation * decided that food con- 
demned as adulterated after domestic interstate shipment may not be 
released to the owners for export to another country as a means of 
bringing the article into compliance with law. The District Court entered 
a decree condemning two lots of tomato catsup which had been shipped 
in interstate commerce for domestic consumption. It held that it had 
the power, in its discretion, to permit the export of the goods under 
proper restrictions. 


The Court of Appeals reversed, saying: 


The power specifically given to the court to do only certain things upon condemna- 
tion of the articles excludes the possibility of according them a status they might 
originally have had, had they never been introduced into interstate commerce for the 
purpose of domestic sale . . . However laudatory may be the purpose to conserve 
the food supply . . . an attempt to rewrite the Act along these lines seems likely 
to have the effect of nullifying its chief purposes. 





77168 F. (2d) 632 (CCA-2: 1948) [CCH 
Food Drug Cosmetic Law Reports ° 7090], 
certiorari denied 93 L. Ed. 126. 
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The holding was that Section 304 (d) of the Act ** contemplates 
that the adulteration or misbranding which was the occasion for con- 
demnation must be removed before an article is “brought into compliance 
with the provisions of this Act.’ The interpretation of the Act, as 
enunciated by the Court of Appeals, should deter those dealing in food 
from attempting to sell food for domestic use which does not meet our 
standards, but which might pass under the lower standards of some 
foreign countries. 


The interpretation that should be given to Section 304 in circum- 
stances of this kind has been debated in the Quarterly.** Time does 
not permit a reply, even if we were of the mind to argue this question 
which apparently has been settled. It is interesting to observe that 
another Court of Appeals has indicated its approval of the Kent 
decision.*° 


The Research Laboratories *' decision applied the several district 
court opinions holding that release after decree rests within the sound 
discretion of the trial judge, and that release for relabeling is properly 
denied when the product condemned is worthless. 


In Stinson Canning Company, etc. v. United States,*? the Court of 
Appeals for the Fourth Circuit upheld the District Court's decision 
forfeiting the appellant's bond for failure to comply with the Court's 
order to destroy eight lots of canned sardines or to bring them into con- 
formity with the Act within a specified time. The excuse tendered for 
not complying with the order was the desire to await the outcome of 
another case to see whether the sardines could be exported, and a reli- 
ance on the ‘impression that his suggestion met with [the] approval’’ 
of a member of the Boston Station, Food and Drug Administration. 


The Court stated that this was no excuse for not complying with 
the order, pointed out that the member of the Boston Station was ‘‘pat- 
ently without authority to bind the government to treat the Buffalo case 
as a test case, certainly was without authority to amend the decrees 
below in any such manner,” and affirmed forfeitures of bonds of $20,020. 





3 21 U.S. C. 334 (d). 167 F. (2d) 416, 422 (CCA-9; 1948) 
*” Williams, ‘‘Regulation of Exports Un- [CCH Food Drug Cesmetic Law Reports 
der the Federal Food, Drug, and Cosmetic { 7087]. 
Act.’’ 3 Food Drug Cosmetic Law Quarterly 32170 F. (2d) 764 (CA-4; 1948) [CCH 
(1948) 382. Food Drug Cosmetic Law Reports ° 7104]. 


3%” Stinson Canning Co. v. United States, 
170 F. (2d) 764 (CA-4; 1948) [CCH Food 
Drug Cosmetic Law Reports { 7104]. 
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Factory Inspection 


The Crescent-Kelvan opinion “ contributed a brief statement as 
to the validity and meaning of the factory inspection section of the 


Act.** The Court said: 


Under the statute [21 U. S. C. 374] the inspector had the right to examine the 
package containing the prohibited coal tar color, Butter yellow. But even if the inspec- 
tor had no express right under the statute to take a sample of the coal tar color, the 
individual defendants consented and acquiesced in that taking 


We entertain no doubt that Section 704 is constitutional. Its provisions are 
bottomed upon the police power of the United States as exercised under the Commerce 
Clause of the Constitution for the protection of the public health . . . The inspector 
in examining the premises and the shipping records of the Crescent-Kelvan Company 
did no Act which constituted a violation of the Fourth Amendment. 

In another case, however, the United States District Court for the 
Northern District of Georgia reached a different result on a motion to 
suppress evidence obtained through inspection of the defendants’ plant. 
This point arose in United States v. Maryland Baking Co. and Sara 
Piem, an individual.*® Two inspectors conducted an inspection of the 
Maryland Baking Company's plant and obtained samples of rodent 
infested flour and other evidence. On the basis ot this and other evi- 
dence, a criminal information was filed. Before trial, a motion was 
made to suppress the evidence obtained as a result of the plant inspec- 
tion because it was illegally obtained. It was brought out at the hearing 
on the motion that the inspectors had asked for Miss Piem, the plant 
manager, but were informed she was in conference. They then asked 
to see the next in charge and were directed to Mr. Lampe, a supervisor 
in the plant. They informed him that they were Food and Drug Inspec- 
tors and asked permission to inspect the plant. They received at least 
tacit permission. 


The Court, in granting the motion to suppress, held that Miss Piem 
was the only one who could be called the ‘owner, operator, or cus- 
todian”’ of the plant; and, therefore, only she could give the permission 
for the inspection. Said the Court: 

Since the agents did not comply with the requirements of the statute by first 


requesting and obtaining permission from her, the inspection was not within the terms 
of the statute, and the evidence secured as a result thereof was illegally secured. 





33164 F. (2d) 582 (CCA-3; 1948) [CCH % CCH Food Drug Cosmetic Law Reports 
Food Drug Cosmetic Law Reports { 7079]. 1 7099. 
* 21 U. S. C. 374. 
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Since the motion was decided more on the factual aspects of the 
case then on any legal point, no attempt was made to appeal from the 
decision granting the motion. 


Further litigation, in other cases, must yet test the right of the 
inspectors to rely upon representations made by persons encountered at 
the plant as to the authority of persons present. In other words, are the 
inspectors entitled to rely upon ostensible authority or must they deter- 
mine actual authority at the peril of motions to suppress. Obviously, the 
best solution for all concerned is a request made to persons with real 
authority, and the Administration will continue to use every effort to 
obtain permission to inspect from persons entitled to give it. 


Res Judicata 


The Kaadt case ** decided, among other things, that a prior acquittal 
of violating the mail fraud statutes was not res judicata in a subsequent 
Food and Drug prosecution. This, because the issues are not the same. 
The decision is in line with the Capon Water decision from the Second 
Circuit.*” 


Smith v. Great Atlantic & Pacific Tea Co.** is the first appellate 
decision, to our knowledge, holding that a decree of condemnation oper- 
ates as estoppel by judgment in a subsequent suit for breach of implied 
warranty of merchantability. The Court of Appeals held that the prior 
decree was fully binding on this appellant because he appeared generally 
in the libel proceedings and may not be heard to deny that the food 
was properly ordered destroyed on account of its “filthy” condition. 


The Federal Food, Drug, and Cosmetic Act, as the Supreme Court 
recently observed, has the ‘high purpose” of protecting consumers who 
“under present conditions are largely unable to protect themselves.” 
It is not a perfect law; the history of its development is a chronicle of 
successive efforts by Congress and the Courts to close and to avoid 
loopholes through which the unscrupulous have attempted to frustrate 
enforcement. So long as the Courts treat the problems as practical ones 
of consumer protection, and not of dialectics,*® the record of progress 
under this law will continue. [The End] 








* CCH Food Drug Cosmetic Law Reports $170 F. (2d) 474 (CA-S8: 1948) 
" 7106. ” United States v. Urbeteit, 93 L. Ed. 79 
37156 F. (2d) 493 (CCA-2; 1946) [CCH (1948) [CCH Food Drug Cosmetic Law Re- 
Food Drug Cosmetic Law Reports § 7016] ports © 7102). 
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UCH has been written on the Phelps Dodge’ and Sullivan * 
decisions. The opinion of the Court of Appeals for the Ninth 
Circuit in the former case, and of the Supreme Court in the 
latter case, portray graphically the tendency, conscious or otherwise, of 
courts to arrive at preconceived determinations and furnish them with 
appropriate legal language and terminology. In both instances, the 
courts (although three Justices dissented in the Sullivan case with respect 
to the construction of the statute ) experienced surprisingly little difficulty 
in arriving at their determinations. In the Phelps Dodge case, for 
example, the Court of Appeals, presumably because of its reluctance to 
accept the proposition that the Federal government should trespass into 
a field which seemed traditionally local in character, refused even to 
discuss the major contentions advanced by the government. 


In the case of the Miller Amendment,’ as distinguished from the 
Federal Food, Drug, and Cosmetic Act itself, there was little overt 
opposition. It is interesting to reflect on the furor which undoubtedly 
would have been created had an attempt been made to include specifically 
in the 1938 Act the provisions of the Miller Amendment. It may be that 
at long last many who strenuously opposed a strong statute in 1938 now 
have realized that it is to their financial interest that the great consuming 





1 United States v. Phelps Dodge Mercan- 2 United States v. Sullivan, 332 U. S. 689 
tile Co., 157 F. (2d) 453 (CCA-9: 1946) (1948) [CCH Food Drug Cosmetic Law Re- 
{CCH Food Drug Cosmetic Law Reports ports § 7076; 3 Food Drug Cosmetic Law 
{ 7023], certiorari denied 330 VU. S. 818 Quarterly (1948) 131] 

(1947) ‘Public Law 749, Ejightieth Congress, 
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public acquire confidence in the safety and wholesomeness, and honesty 
of the labeling, of the commodities which it purchases. More euphemis- 
tically it may be said that there is a greater concern for the public 
welfare. 


The Miller Amendment, and its legislative history, present a most 
illuminating picture of the manner in which legislation is often enacted. 
Further, the legislative history of the amendment is most interesting not 
only in that it sets forth specifically and in greater detail than is cus- 
tomary what the legislation is designed to cover, but also because there 
appeared to be a general, tacit agreement on various assumptions without 
any real discussion as to their basic validity. For example, no question 
whatever was raised as to the scope of the seizure section * of the Food 
and Drug Act of 1906. As we shall see, however, that section was not 
entirely free from ambiguity. In addition, of course, it is clear that 
constitutional problems are raised by the amendment when its vast scope 
is comprehended. The writer, therefore, as one who participated actively 
at various stages in both the Phelps Dodge and Sullivan cases, which 
resulted in the introduction and passage of the Miller Amendment, 
thought that various reflections on the amendment would be of interest. 


The Phelps Dodge Case 


In the Phelps Dodge case, the Court of Appeals for the Ninth Cir- 
cuit held that food which became adulterated when stored under unsani- 





#21 U.S. C. 14 (1934 ed.). 
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tary conditions in a warehouse in the original package after interstate 
shipment was not adulterated ‘while in interstate commerce”’ within the 
purview of Section 304(a) of the Federal Food, Drug, and Cosmetic 
Act. The seizure section of the present statute had its origin in the Food 
and Drugs Act of 1906, which, in Section 10, provided: 

Any article of food, drug, or liquor that is adulterated or misbranded within the 
meaning of this Act, and is being transported from one State, Territory, District, or 
insular possession to another for sale, or, having been transported, remains unloaded, 
unsold, or in original unbroken packages, . . . shall be liable to be proceeded 
against in any district court of the United States within the district where the same is 
found, and seized for confiscation by a process of libel for condemnation. 

This section, as construed and administered by the Department of 
Agriculture for the life of the 1906 Act, was divided by the government 
into two component parts to read as follows: 

Any article of food that is adulterated and is being transported from one State to 
another shall be liable to be proceeded against. . . . Any article of food that is 
adulterated and, having been transported from one State to another, remains unloaded, 
unsold, or in original unbroken packages, shall be liable to be proceeded against. 
(Italics added.) 

It was the consistent view of the government for 32 years that, by 
the terms of the 1906 Act, Federal jurisdiction did not attach unless the 
article was being transported interstate or had been so transported; but 
that the element of transportation was independent of the element of 
adulteration. It was believed that the italicized words “having been 
transported from one State to another” were parenthetic, spelling out a 
condition precedent to the right of the Federal government to seize goods 
that are adulterated and remain unloaded, unsold, or in original unbroken 
packages. Consequently, it was the government's position that goods 
which were unsold or remained in original unbroken packages after their 
interstate journey, and were adulterated at the time of seizure, were sub- 
ject to condemnation regardless of whether they were adulterated when 
transported. 

The long-standing practice of the government of seizing food which 
became adulterated after interstate shipment was repeatedly made known 
to Congress before the 1938 statute was passed; ° and an examination 





5 Hearings Before the Committee on Agri- Chief of the Food and Drug Administra- 
culture and Forestry, United States Sen- tion, 1937, to the Secretary of Agriculture, 
ate, Seventy-first Congress, Second Session, September 3, 1937, p. 13; Report of the 


on Administration of Federal Food and Chief of the Food and Drug Administra- 
Drugs Act, pp. 369, 371, 372, 408; Report tion, 1938, to the Secretary of Agriculture, 
of the Chief of the Food and Drug Ad- August 30, 1938, p. 10. The annual reports 
ministration to the Secretary of Agricul- issued after the enactment of the 1938 
ture, August 29, 1931, p. 17; Report of the statute were to the same effect. 
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of the numerous hearings, debates, and committee reports during the five 
years from 1933 to 1938, when the 1938 Act was being considered, 
reveals no suggestion of disapproval by either Congress or the industries 
concerned of the consistent administrative position. 


It is clear, also, that Congress was of the view that Section 304(a) 
of the 1938 Act embodied the substance of the prior section." There is 
no question but that such a long-standing interpretation of a statute by 
the agency charged with its administration was entitled to considerable 
weight by the courts,’ notwithstanding that the Court of Appeals for the 
Ninth Circuit brushed the point aside with little ado. It is somewhat 
difficult to maintain, however, as was assumed without question or dis- 
cussion when the Miller Amendment was being considered, that there 
was no doubt whatever as to the grasp of the seizure section of the 1906 
Act, particularly with respect to products which became adulterated 
while not in the original, unbroken package and after having been dis- 
posed of by the interstate consignee.* 


The holding in the Phelps Dodge case left a considerable gap in 
the protection which the consumer had been receiving under both the 
Food and Drugs Act of 1906 and the 1938 statute. The hiatus remained 
whether or not Congress had specifically intended either statute to cover 
the Phelps Dodge type of situation. The vast quantity of commodities 
that falls within the coverage of the 1938 Act as the result of having 
been introduced into interstate commerce, and the small number of Fed- 
eral inspectors, make it inevitable that the bulk of Federal inspection 
activities takes place after merchandise has been transported interstate 
and while it is being stored at warehouses or similar establishments 
pending further disposition. It is apparent, therefore, that the examina- 
tion of products to determine if they are adulterated must, in most in- 
stances, be made at destination. Further, science has not reached the 
point where it can state infallibly that a particular product became 
debased before or during an interstate shipment rather than while in its 
original package at point of destination. For example, it is a well-known 
fact that perishable and frozen food commodities frequently deteriorate 


®Sonnate Report No. 493, Soventy third United States v. American Trucking Asso- 
Cong-e7s Second Session, p. 19; Senate ciations, 310 U. S. 534, 549 (1940); United 
Penort No. 361, Seventy-fourth Congress, States v. Jackson, 280 U. S. 183, 193 (1930). 


First Session, p. 29; House Report No. ’ See the language of McDermott v. Wis- 
2139, Seventy-fifth Congress, Third Session, consin, 228 U. S. 115, 136 (1913), and of 
p. 4 Hipolite Egg Company v. United States, 


’ See United States v. Shreveport Grain 220 U.S. 45, 57 (1911). 
é Elevator Co., 287 U. S. T7, 84 (1932); 
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while in transit by means of transportation delays and breakdowns, 
faulty machinery, etc. Yet, in many instances, the government cannot 
establish just when the debasement actually took place. Consequently, 
a requirement that the government must prove that the deterioration 
occurred before or during actual transportation would have permitted not 
only tremendous quantities of commodities that became adulterated after 
interstate shipment to reach the consuming public, but, in addition, large 
quantities of food and drugs that actually became debased while in 
transit. And there are numerous other instances where the actual 
moment when adulteration occurred cannot be delineated with certainty.° 
Remedial legislation was, therefore, obviously necessary when the 
Supreme Court denied the government's petition for a writ of certiorari. 
As we shall see, however, the Miller Amendment did considerably more 
than merely plug the loophole created by the Phelps Dodge decision. 


The Sullivan Case 


To the surprise of some although not all, of those who participated 
in the Sullivan case, the majority of the Justices of the Supreme Court 
had little trouble in accepting the viewpoint of the government as to the 
breadth of Section 301(k). The government had pointed out that the 
structure of Section 301 reflected an effort by Congress to protect 
the public, to the extent that this might constitutionally be done, at each 
stage of the movement of food, drugs, and cosmetics from their initial 
entry into the stream of interstate commerce until they finally reach the 
consumer. The government adverted to the fact that there was nothing, 
either in the specific language of the statute or in its obvious remedial 
purposes, which justified the confining and limiting construction of Sec- 
tion 301(k) which the Court of Appeals for the Fifth Circuit, in revers 
ing Sullivan's conviction, had adopted. It was pointed out that the only 
pertinent item of legislative history declared clearly that the subsection 
was intended “to extend the protection of consumers contemplated by 
the law to the full extent constitutionally possible.” *° 


The practical difficulties inherent in the opinion of the Court of 
Appeals were stressed by the government. The Supreme Court was 
advised that a large proportion of the food, drugs, and cosmetics trans- 


'Although these contentions had simi- ” House Report No 
larly little persuasive effect on the Court Congress, Third Session, p. 3 
of Appeals for the Ninth Circuit, they were 
utilized effectively when the Miller Amend- 
ment was under consideration by Congress 


2139, Seventy-fifth 
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ported interstate in this country is purchased by retailers from whole- 
salers within the same state. Thus, any retailer who did not desire to 
comply with the Act could see to it that he obtained his supplies from 
wholesalers in his state and misbrand them, thus readily defeating the 
obvious design of the Act to protect the ultimate consumer. There was 
pointed out to the Supreme Court in some detail the injury to the public 
health which might result if the protection of the statute were lifted before 
drugs reached the consumer. 


The Supreme Court, through Mr. Justice Black, held that Section 
301(k) clearly encompassed Sullivan's acts and that a distortion of a 
Congressional purpose is not justified when it is reasonably plain that 
Congress meant to prohibit certain conduct, “not even if the clearly 
correct purpose makes marked deviations from custom or leads inevitably 
to a holding of constitutional invalidity." '' The Court answered the 
hallowed, but not too meaningful, generalization that criminal statutes 
must be strictly construed by declaring that “they should be given their 
fair meaning in accord with the evident intent of Congress.” '*? With 
respect to the weapon often utilized to attack the validity of statutes by 
advancing logical but extreme instances of coverage by the law con- 
cerned if the government's position were to be sustained, the Court 
assumed the pragmatic position that “The scope of the offense which 
Congress defined is not to be judicially narrowed as applied to drugs by 
envisioning extreme possible applications of its different misbranding 
provisions which relate to food, cosmetics, and the like. There will be 
opportunity enough to consider such contingencies should they ever 
arise.”’ 1° 

The Supreme Court made short shrift of the defendant's attack on 
the constitutional validity of Section 301(k) as applied to his con- 
duct. The Court relied extensively, as the government had argued, on 
McDermott v. Wisconsin,'* and declared that Linited States v. Walsh,'” 
Wickard v. Filburn,’* United States v. Wrightwood Dairy Co.,"" and 
United States v. Darby ** lent support the the validity of Section 301(k). 
The Court also adverted to LWnited States v. Olsen,’® although it is 





11 332 at p. 693. 6 317 U. S. 111 (1942). 
2332 U. S. at p. 694. See also United 7315 U. S. 110 (1942). 
States v. Raynor, 302 U. S. 540, 552 (1938). % 312 U. S. 100 (1941). 
13 332 U.S. at p. 694. 161 F. (2d) 669 (CCA-9; 1947) [CCH 
14 228 U. S. 115 (1913). Food Drug Cosmetic Law Reports { 7051], 


331 U. S. 432 (1947) [CCH Food Drug _ certiorari denied 332 U. S. 768 (1947). 
Cosmetic Law Reports { 7052]. 
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difficult to see what bearing that decision had on the problem presented 
by the Sullivan case. 


There are two factors in the opinion which may be of significance 
in litigation arising under the Miller Amendment. The first is that not 
even the three dissenting justices appeared to have any question as to 
the constitutionality of Section 301 (k) as applied to the acts of Sullivan. 
Apparently, what disturbed the dissenting justices was the absence in 
the legislative history of the 1938 Act of any specific indication that 
Congress contemplated the comprehensive coverage of the subsection 
accepted by the majority. The dissenting opinion declared *° that “There 
is nothing in the legislative history of the Act, including the excerpt 
from the Committee Report on which reliance is placed (House Report 
No. 2139, Seventy-fifth Congress, Third Session), to give the slightest 
basis for inferring that Congress contemplated what the Court now finds 
in the statute.’’ But the dissenting justices did not even advert to the 
possibility of a constitutional problem. 


Also of importance in litigation which may ensue under the Miller 
Amendment is the breadth of the language used in the majority opinion. 
The Court was not content to limit itself, as it might have done, to 
a declaration that Section 301 (k), as applied to the defendant's acts, 
merely safeguarded the branding of articles that had been shipped 
interstate and were being held for sale in local commerce. The Court 
went out of its way to state unequivocally that the purpose of the Act 
“was to safeguard the consumer by applying the Act to articles from 
the moment of their introduction into interstate commerce all the way 
to the moment of their delivery to the ultimate consumer,” *’ and that 
“Doubtless it was this purpose to insure federal protection until the very 
moment the articles passed into the hands of the consumer by way of 
an intrastate transaction that moved the House Committee on Interstate 
and Foreign Commerce to report on this section of the Act as follows: 
‘In order to extend the protection of consumers contemplated by the 
law to the full extent constitutionally possible, paragraph (k) has been 
inserted prohibiting the changing of labels so as to misbrand articles 
held for sale after interstate shipment.’ ’ 


Instead of relying on the proposition, as it apparently did in the 
McDermott case, that the label must be protected at all times so that 





2 332 U. S. at p. 707. 22 332 U. S. at p. 697 
21 332 U.S. at p. 696. 
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after interstate shipment it will be available to prove the drug's com- 
pliance or noncompliance with the statute when shipped in interstate 
commerce, the Court said, in the Sullivan opinion: “For the chief pur- 
pose of forbidding the destruction of the label is to keep it intact for 
the information and protection of the consumer.” 7° 


In view of the decision of the Supreme Court in the Sullivan case 
and the breadth of the opinion, there seemed little need for continuing 
with the attempt to remedy by legislation the blow administered by the 
Court of Appeals for the Fifth Circuit. Apparently, however, in order 
to extend the coverage of Section 301 (k) to include acts of adulteration 
as well as acts of misbranding,** no attempt was made to delimit the 
coverage of the corrective legislation then pending before Congress 
so as to have it apply merely to the Phelps Dodge type of situation. 


The Miller Amendment 


As indicated, it was assumed by all concerned, as a sort of jumping 
off place for the necessary legislation, that ‘““The 1906 Act authorized 
seizure of foods and drugs that became adulterated or misbranded after 
interstate movement had ceased if they remained unloaded, unsold, 
or in original unbroken packages.” *° It was stated that “This bill is 
intended to restore authority which existed for 32 years under the 
Food and Drug Act of 1906, and which until recently was thought to 
exist under the present law enacted in 1938, whereby food and drug 
products that became adulterated or misbranded while being held for 
sale after shipment in interstate commerce were seized and con- 
demned.” *° This is to be compared with the language of the Supreme 
Court in the Hipolite case to the effect that “The object of the law is 
to keep adulterated articles out of the channels of interstate commerce, 
to condemn them while being transported or when they have reached 
their destination, provided they remain unloaded, unsold or in original 


unbroken packages.” *" 


23 332 U. S. at p. 695. Congressional Record 134-136 (1948): Hear 

* See Hearing Before a Subcommittee of ing Before a Subcommittee of the Commit 
the Committee on Interstate and Foreign tee on Interstate and Foreign Commerce 
Commerce, House of Representatives, United States Senate, Eightieth Congress 
Eightieth Congress, First Session, on H. R. Second Session, on S. 1190 and H. R. 4071, 
3128 and H. R. 3147. pp. 18-19 pp. 7. 13. 16 

2* House Report No. 807, Eightieth Con- 27 Hipolite Egg Company v. United States, 
gress, First Session p. 2 220 U. S. 45. 54 (1911) See also the lan 

26 Senate Report No. 1221, Eightieth Con- guage of McDermott v. Wisconsin, 228 U.S 


gress, Second Session, p. 1 See also 94 115, 136 (1913). 
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In line with the assumption that the 1906 statute permitted the 
seizure of food and drugs that became adulterated or misbranded after 
interstate shipment was the presupposition, particularly with respect 
to the proposed amendment of Section 304 (a), “that outside of ex- 
tending the criminal law to reach adulteration as well as misbranding, 
this bill does not confer any new power on the Food and Drug Ad- 
ministration.” ** It is somewhat difficult to comprehend the basis for 
that generalization. Section 304 (a) of the Act, prior to the Miller 
Amendment, provided for the seizure and condemnation of a food, drug, 
device, or cosmetic that was adulterated or misbranded ‘when introduced 
into or while in interstate commerce.” The Miller Amendment clearly 
authorizes the seizure and condemnation of an article that becomes 
misbranded or adulterated while in the hands of a retail establishment 
if it once crossed a state line, notwithstanding that the product may no 
longer be “in interstate commerce.” The very wording of the amend- 
ment reveals the deliberate Congressional design to include within the 
ambit of the Act products which become debased, or whose label. is 
rendered false or misleading, after the product has left the channels of 
interstate commerce. Take, for example, the case of a two-pound sack 
of sugar that, with many other similar containers, was once shipped from 
one state to another. The interstate consignee breaks the consignment 
into smaller lots and sells them to restaurants and retail grocers in 
the same state. Months thereafter, a two-pound sack of sugar which 
has been purchased by a restaurant is opened, the sugar is removed and 
subsequently becomes contaminated. Under the Miller Amendment, 
constitutional questions aside, the sugar is subject to seizure and con- 
demnation in the restaurant. It would be difficult indeed, however, to 
maintain that the commodity could have been proceeded against under 
the original seizure section of the 1938 Act on the ground that it was 
adulterated ‘while in interstate commerce.’ In other words, even if the 
Court of Appeals for the Ninth Circuit was wrong, as is quite possible, 
in the Phelps Dodge case, there is no doubt that the Miller Amendment 
was specifically designed to cover a field greatly exceeding in scope that 


Session, pp. 1, 6; 


*s Hearing Before a Subcommittee of the ieth Congress, Second 
Committee on Interstate and Foreign Com- Hearing Before a Subcommittee of the 
merce, United States Senate, Eightieth Con- Committee on Interstate and Foreign Com- 
gress, Second Session, on S. 1190 and H. R. merce, House of Representatives, Eightieth 
1071. p. 49. See the same hearings, pp. 14 Congress, First Session, on H. R. 3128 and 
19, 46, 48: Senate Report No. 1221, Eight- H. R. 3147, pp. 15, 32. 
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encompassed by the seizure section of the Federal Food, Drug, and 
Cosmetic Act as originally enacted.*® 


Still another assumption *° which was accepted without cavil was 
that precedents for the tremendous scope of the Miller Amendment were 
found in the Federal Seed Act,*! the Federal Caustic Poison Act,*? and 
the Federal Alcohol Administration Act.** A careful reading of the 
seizure provisions of the first two statutes indicates, however, that they 
are at least susceptible of the construction that misbranded seed and 
misbranded dangerous caustic or corrosive substances may be seized 
while they are being transported in interstate commerce or thereafter 
if they were so shipped; that is, shipped in a misbranded condition. 
There is no question, nevertheless, but that the Federal Caustic Poison 
Act and the Federal Alcohol Administration Act contain criminal provi- 
sions ** with respect to acts of misbranding (but not adulteration) com- 
mitted upon products held for sale after interstate shipment which are 
quite similar to Section 301 (k). 


Scope of the Miller Amendment 


The specific language of the Miller Amendment, buttressed by clear 
and unmistakable language in the legislative history, extends the grasp 
of the Federal Food, Drug, and Cosmetic Act ‘to cover grocery stores, 
restaurants, hotels, retail drug stores, every establishment that handles 
food, drugs, or cosmetics, that once have moved across state lines.” *° 


In response to a questioning statement by a member of the sub- 
committee of the House Committee on Interstate and Foreign Commerce 
that “Under this language as drawn there is no limitation at all as to 
Federal jurisdiction until the goods reach the ultimate purchaser, is 


* It is true, of course, that if the assump- sion, pp. 2. 7: 94 Congressional Record 
tion is accepted that, in 1906, Congress, 136 (1948); Hearing Before a Subcommittee 
in enacting the original Food and Drugs of the Committee on Interstate and Foreign 
Act, provided that the sugar could be con- Commerce, United States Senate, Eightieth 


demned in the hands of the restaurant if Congress, Second Session, on S. 1190 and 
it became adulterated there while in its H. R. 4071, p. 14. 


original, unbroken package then the 1 See 7 U. S. C. 116 (b) and 7 U. S.C 
Amendment, as a realistic matter, does not (1947 Supp.) 1595 

extend the fundamental grasp of the sei- 7 See 15 U. S. C. 404 (a). 

zure authority. See Hearing Before a Sub- 327 U.S. C. 201 et seq 

committee on Interstate and Foreign *15 U. S.C. 406; 27 U. S. C. (1947 Supp.) 
Commerce, House of Representatives, Eight- 205. 

ieth Congress, First Session, on H. R. 3128, ® Hearing Before a Subcommittee of the 
and H. R. 3147, p. 9. Committee on Interstate and Foreign Com- 


%° House Report No. 807, Eightieth Con- merce, United States Senate, Eightieth Con- 
gress, First Session, p. 3; Senate Report gress, Second Session, on S. 1199 and H. R 
No. 1221, Eightieth Congress, Second Ses- 4071, p. 73. 
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there?’’, a government witness responded, “That is right, and that was 
on the assumption that the happening of evil things to these goods which 
originate in interstate commerce reacts unfavorably upon the interstate 
demand for these goods.” ** This somewhat perturbed the congressman, 
for he then averred, ‘I feel rather troubled about the effect of the lan- 
guage suggested in this bill. It might be that we are going, or a court 
might say that we were going far beyond our constitutional preroga- 
tive.” °° 


The following colloquy between Senator Capehart and the As- 
sociate Commissioner of Food and Drugs aids in illustrating the realiza- 
tion by Congress of the vast scope of the bill: * 


Senator Capehart. Under the new proposed bill, your agents will be or should be 
covering every grocery store in the United States, every drug store, and I presume every 
restaurant and every hotel. If I understand the proposed bill correctly, you will be 
charged with the responsibility of inspecting, or at least you will have jurisdiction over, 
every hotel, every grocery store, every butcher shop, wherever they sel! food, drugs, 
and cosmetics, right on down through to the retail level, will you not? 

Mr. Crawford. To no greater extent than existed before the Phelps-Dodge decision 
came along; and does exist now under 301 (k). That situation will not be changed. 
The obligation to inspect these articles which have flowed through interstate cominerce 
on the way to consumers will be the same obligation that existed before the | 
Dodge decision. There will be no change, Senator, in that respect 

But we can do something more about it now, if this Miller bill is enacted. We can 
take this defiled material off the market. 


Subsequently, a similar discussion took place between the same indi- 


. 


viduals: 


Senator Capehart. I do not know of a single restaurant that has not got a little 
warehouse somewhere, or a cabinet, in which are kept all sorts of canned goods, and 
macaroni and so on. 

Now, they certainly are interstate, in the sense that I think most restaurants buy 
direct from wholesalers. We are talking of foods now. They buy direct from whole- 
salers, so they are really in the same category as the retailer. They are the point of 
second sale. They likewise buy meats, I think, practically in every instance, direct from 


the packers, or from the packers’ branches, or wholesalers, and they have a case full 


of meat. 
Now, will not this law, as proposed, give you jurisdiction over them? 


* Hearing Before a Subcommittee of the Congress, Second Session on S. 1190 and 


Committee on Interstate and Foreign Com- H. R. 4071, p. 19. See also the same hear- 
merce, House of Representatives, Eightieth ing, pp. 18, 23, 24, 44, 45, 47, 48 
Congress, First Session, on H. R. 3128 and % Hearing Before a Subcommittee of the 


H. R. 3147, p. 19 See, also, the same Committee on Interstate and Foreign Com- 
hearing, p. 28 merce, United States Senate, Eightieth Con- 

% Hearing Before a Subcommittee of the gress, Second Session, on S. 1190 and H, R. 
Committee on Interstate and Foreign Com- 4071, p. 22 
merce, United States Senate, Eightieth 
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Mr. Crawford. Yes; it would theoretically, Senator; just as today we have juris- 
diction over misbranding that a restaurant might do under section 301 (k). 
It is to be noted, parenthetically, that, although those appearing on behalf 
of the manufacturers and distributors of the products involved were earn- 
est proponents of the bill, there was little enthusiasm expressed by the 
retailers who would be brought specifically within the coverage of the 
Act with respect to adulteration. Senator Capehart stated “I think that if 
this legislation extends, which it does under the Supreme Court ruling, 
according to eminent attorneys to the end user, meaning the restaurants 
and the hotels, et cetera, they should know about it. I think they should 
be apprised of that fact, and publicity should be given to the fact that 
they are now under and they should realize that they are under the juris- 
diction of the Pure Food and Drug Act.” ** Thus there is no doubt that 
the Miller Amendment makes a criminal offense of, ‘among other acts 
resulting in adulteration or misbranding, the act of holding articles under 
insanitary conditions whereby they may become contaminated with filth 
or rendered injurious to health.” *®° This will apply, under the clear lan- 
guage of the amendment, to retailers as well as warehousemen so long 
as the commodity once moved across a state line. 

It is obvious, therefore, that the grant of power extended by the Mil- 
ler Amendment is tremendous. There are implications in the legislative 
history *' that, although the law clearly reaches every retail establishment 
dealing with food, drugs, and cosmetics if the commodity was once trans- 
ported interstate, this vast and unprecedented power would not be exer- 
cised except perhaps in unusual situations. But it seems difficult to 
accept this proposition; for the Miller Amendment, as we have seen, is 
specifically drawn so as to invest such power in the Federal government: 
the legislative history of the amendment reveals that the problem was 
thrashed out in minute detail and a definite decision reached by Congress 
to convey such power to the Federal government. 


Nor is it an answer to the proposition that the law as written must be 
enforced by the executive authorities to point to Section 306 ** of the 





% Hearing Before a Subcommittee of the United States Senate, Eightieth Congress 
Committee on Interstate and Foreign Com- Second Session, on S. 1190 and H. R. 4071 
merce, United States Senate, Eightieth Con- p. 17 
gress, Second Session. on S. 119) and H. R ‘'See, for example, Hearing Before a 
4071, pp. 54-55. See also the same hearing Subcommittee of the Committee on Inte: 

44 state and Foreign Commerce, United States 


* House Report No. 807. Eightieth Con- Senate, Eightieth Congress, Second Ses 
gress, First Session, p. 3. See Hearing sion, on S. 1190 and H. R. 4071, pp. 19-21 
Before a Subcommittee of the Committee #221 U.S. C. 336 
on Interstate and Foreign Commerce 
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Federal Food, Drug, and Cosmetic Act with respect to the reporting of 
minor violations. The reason for this is that the seriousness of a violation 
cannot be measured by the size or character of an establishment dealing 
with food, drugs, or cosmetics. Take, for example, a small grocery store 
that for years has been operated in an extremely unsanitary condition. 
The shelves are dirty, the establishment is overrun by rats, there are open 
receptacles of food and flies without number, and the local authorities 
have not acted. Can it be said that, merely because the grocery shop is a 
retail establishment, the obvious violation of the provisions of the Miller 
Amendment need not be reported for appropriate judicial proceedings 
because they are “minor?” It would seem apparent that it would be the 
duty of the appropriate executive establishments of the Federal govern- 
ment to carry out the Congressional mandate. In other words, Congress 
left with the appropriate administrative officials the discretion as to 
whether to refer minor violations to the Department of Justice, and the 
decision as to whether a violation is minor is left tothem. But such dis- 
cretion would not appear to extend to violations, no matter by whom 
committed, which obviously are not in fact minor or technical infractions 
of the Congressional will. Of course, in the future as in the past, limita- 
tions of appropriations may necessarily result in selective enforcement. 


Constitutional Questions 


The conferring of such vast powers upon a Federal agency over 
what are normally regarded as local transactions raises interesting con- 
stitutional questions. The problem was adverted to repeatedly in the leg- 
islative history. Opinions varied from that expressed by the General 
Counsel of the Federal Trade Commission (which had been asked by the 
Committees to furnish its views ), who declared that ‘In my opinion these 
proposed amendments of the Federal Food, Drug, and Cosmetic Act are 
clearly within the constitutional authority of Congress to regulate inter- 
state commerce,” ** to the contention that the bill ‘is an effort to extend 
the Federal power to regulate interstate commerce beyond the scope of 
the interstate commerce, and beyond what we think is the power of Con- 
gress to regulate.’ ** The present General Counsel, then the Assistant 
General Counsel, of the Federal Security Agency was not nearly as cate- 


* Hearing Before a Subcommittee of the * Hearing Before a Subcommittee of the 
Committee on Interstate and Foreign Com- Committee on Interstate and Foreign Com- 
merce, United States Senate, Eightieth Con- merce, House of Representatives, Eightieth 
gress, Second Session, on S. 1190 and H. R Congress. First Session, on H. R. 3128 and 
1071, p. 4. See the same hearing, p. 70 H. R. 3147, p. 36. 
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gorical as was the General Counsel of the Federal Trade Commission. 
The Assistant General Counsel of the Federal Security Agency stated: *° 

Our position is this, I think, that in many factual situations, certainly the Congress 
has the constitutional authority to follow through to the full limit of the language that 


we are proposing here, construed as broadly as we intended it to be construed, not lim- 
ited as the language is limited in the Sullivan case. 

We think there is a good argument that the Congress has the authority to go the 
whole way. 

We do not know exactly what further testimony may be developed before your 
committee which may have a bearing on it, but our thought had been, since we could 
not define precisely—and I do not believe this committee could define precisely —the 
limit of Federal constitutional jurisdiction, that if the committee desires to exhaust the 
constitutional authority of Congress, the best procedure is to write a bill which is 
clearly couched in the broadest terms and to make it clear either in the bill itself or in a 
committee report, that it is intended that that should apply insofar as the Court finds 
it to be constitutional. 

And the Associate Commissioner of Food and Drugs declared that 
“Whatever the Supreme Court may determine to be the reach of Federal 
power in this field, it is our belief that the protection of the health and wel- 
fare of the public warrant the enactment of an amendment designed to 
exert the full constitutional power of the Congress whatever the courts 


may ultimately determine to be the scope of that power.” *° 


With the realization by those concerned with the passage of the bill 
of the constitutional questions implicit in extending Federal control 
beyond the actual interstate movement of commodities, there was an 
endeavor to insert in the legislative history every conceivable peg upon 
which the hat of constitutional validity could be hurled. The committees 
knew that food and drug regulation is based on the power of Congress 
“to regulate commerce . . . among the several States.” ** There was a 
conscious effort to treat the bill as one designed to promote the general 
welfare of the consumer, and to portray the effect of the practices sought 
to be controlled by the amendment upon the flow across state lines of 
food, drugs, and cosmetics. The foundations of constitutionality utilized 
were several. 


First, as a sort of seasoning to the arguments propounded with re- 
spect to the effect on interstate commerce of the evils sought to be regu- 


* Hearing Before a Subcommittee of the merce, Eightieth Congress, First Session 


Committee on Interstate and Foreign Com- on H. R. 3128 and H. R. 3147, p. 12. 
merce, House of Representatives, Eightieth 47 Constitution, Article I, Section 8. See 
Congress, First Session, on H. R. 3128 and Hipolite Egg Company v. United States, 
H. R. 3147, p. 17. 220 U. S. 45 (1911). 
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lated, was the insertion in the legislative history of a reference to the 
danger which might result if the amendment did not pass. The report of 
the House Committee declared: 


From time to time seizures have been made of foods contaminated with toxins pro- 
duced by bacteria. Frequently it is impossible to tell whether the toxin developed 
before or after the end of the interstate journey. The toxins of different organisms cause 
illnesses of varying degrees of seriousness. That caused by the toxin of the botulinus 
organism is of high mortality. Such dangerous products do not appear frequently, but 
when they are found it is vital that there be adequate legal authority to apprehend 


them. _ 


This argument was subsequently pointed up to indicate that the power 
to seize products which may have become contaminated after interstate 
shipment was necessary because “Many articles which actually were 
offensive at the time they were introduced into interstate commerce will 
escape seizure because of the impossibility of obtaining proof before dis- 
tribution to consumers that the condition did not develop after interstate 
transportation. Scientific methods have not advanced to the point where 
they will show infallibly when a particular product became debased.” * 


Another foundation used in supporting the constitutional validity 
of the far-reaching regulation of local activities was testimony to the 
effect that lack of confidence in a product which moved interstate resulted 
from the local misbranding or adulteration of the commodity and caused 
a diminishing in the demand for it. The House Committee declared: 


It is well known that the defilement of products or deterioration in quality or mis- 
representation through relabeling or other abusive acts which occur at any time before 
articles have been sold to consumers lead to dissatisfaction and lack of confidence which 
depresses the interstate demand for goods of the same type that are neither adulterated 
nor misbranded. Testimony before the committee repeatedly referred to that fact. Such 
abusive acts necessarily and inevitably affect the ability of out-of-State manufacturers 
to continue marketing their products. If the volume of interstate commerce in foods, 
drugs, devices, or cosmetics is to be maintained and extended it is necessary that the 
integrity of the products be preserved, so far as possible up to the time of purchase by 
the ultimate consumer.” * 


*; House Report No. 807. Eightieth Con- ond Session, pp. 2, 3; Hearing Before a 
gress, First Session, p. 3. See also Hearing Subcommittee of the Committee on Inter- 
Before a Subcommittee of the Committee state and Foreign Commerce, House of 


on Interstate and Foreign Commerce, Representatives, Eightieth Congress, First 
House of Representatives, Eightieth Con- Session, on H. R. 3128 and H. R. 3147, p. 10. 
gress, First Session, on H. R. 3128 and * House Report No. 807, Eightieth Con- 
H. R. 3147, p. 10 gress, First Session, pp. 4. 5. See also Sen- 


* House Report No. 807, Eightieth Con- ate Report No. 1221, Eightieth Congress, 
gress, First Session. p. 4. See also Senate Second Session, pp. 3, 4 
Report No. 1221, Eightieth Congress, Sec- 
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And it was stated by the Associate Commissioner of Food and Drugs 
that “We know the regulated industries are actually concerned that the 
integrity of their products be maintained up to the time of delivery to 
consumers. They recognize that the defilement of their products or dete- 
rioration in quality or misrepresentation through relabeling or other abu- 
sive acts detrimental to consumers lead to dissatisfaction and lack of 
confidence, which depresses the interstate demand for their goods.” ™ 
Still another proposition advanced was based on the breadth of the 
opinion of the Supreme Court in the Sullivan case to the effect that Con- 
gress possesses the power “to effectuate its purpose of regulating inter- 
state commerce to protect consumers against misbranded and adulterated 
foods, drugs, and cosmetics by forbidding subsequent acts in intrastate 
commerce which defeat that purpose.” °? On the basis of this broad 
language in the Sullivan case, the far-reaching scope of the Miller 
Amendment was supported by a “general welfare” type of declaration 
that the Federal Food, Drug, and Cosmetic Act was enacted for the pro- 
tection of the ultimate consumer and that any legislation designed to 
protect the labeling and condition of a commodity once transported in 
interstate commerce is endeavoring to effectuate the manifest purpose of 
Congress. For example, the Senate Committee carefully asserted: 

The Federal Food, Drug, and Cosmetic Act was passed to protect the health and 
pocketbook of the consuming public. Carefully drawn definitions of a wide variety of 
adulterations, misbrandings, and other offenses with respect to foods, drugs, devices, 
and cosmetics are set up by the act, and the channels of commerce are forbidden to the 
offending articles. In order to prevent the frustration and defeat of its purpose, Congress 
must exercise its power to continue that protection against articles that becom: 
filthy, decomposed, deteriorated, or otherwise adulterated or misbranded while awaiting 
sale to the ultimate consumer. Otherwise the safeguards which were designed to main- 
tain the integrity of the products to the end of their interstate journey become value- 
less. 

An interesting problem exists as to whether these legislative declara- 
tions, supported by not overly-extensive testimony at the hearings, will 
be accepted by the courts as final. They would at least be taken, it would 


' THe ng Before a Subcommittee of the Senate Report No. 1221, Eightieth Con 
Committee on Interstate and Foreign Com- gress, Second Session, p 3. See also 
merce, House of Representatives, Eightieth Hearing Before a Subcommittee of the 
Congress. First Session, on H. R. 3128 and Committee on Interstate and Foreign Com 
H. R. 3147, p. 11. See also the same hear- merce, United States Senate, Eightieth Con 
ing. pp. 26, 31. gress, Second Session, on S. 1190 and H. R 


52 See Hearing Before a Subcommittee of 1071, p. 44; Hearing Before a Subcommittee 
the Committee on Interstate and Foreign of the Committee on Interstate and Foreign 
Commerce, United States Senate, Eightieth Commerce, House of Representatives, Eight 
Congress, Second Session, on S. 1190 and ieth Congress, First Session, on H. R. 3128 
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seem, as a statement of what Congress deemed jusification for the action 
taken as a valid enactment under the commerce clause, revealing the con- 
stitutional rationale for the scope of the amendment. 


The question remains, also, whether the carefully planned legisla- 
tion and bases erected for sustaining its constitutional validity will pre- 
vail, let us say, in the somewhat unlikely situation where John Jones, a 
small retail grocer, is prosecuted for keeping his premises in a filthy con- 
dition. After the Sullivan decision and the language of the Supreme 
Court's opinion it would take a brave man, indeed, to hazard the answer 
to this question in any categorical fashion. Much may depend on the 
manner in which the vast power conferred by the Act is exercised and 
the types of factual situations which first are presented to the courts. 


Construction of “Held for Sale” 


The general design and coverage of the Miller Amendment is en- 
tirely clear. One question which the courts may ultimately be called upon 
to decide, however, is the meaning of the phrase “held for sale.’ There 
is no problem, of course, when a product is being held so that it may be 
actually sold to another. But what of the situation where a product is 
shipped to a concern for use, with other products, in manufacturing a 
commodity which will be sold to another, and becomes adulterated? And 
there is the situation where a device is sold to one who holds it for the 
purpose of extending therapeutic treatment or diagnosis and misbrands 
it. May these articles be seized, and those who caused the adulteration 
or misbranding prosecuted, on the ground that the offenses occurred 
while the products were being ‘held for sale?” 


It seems clear to the writer that the answer must be in the affirma- 
tive for three reasons. First, there is precedent in the Hipolite case, the 
distinction without a difference being that in that case the question was 
whether eggs shipped by a concern to itself for baking purposes had been 
transported ‘‘for sale" within the language of the seizure provision of the 
Food and Drugs Act of 1906. The Supreme Court had no difficulty in 
taking the position that the eggs in fact had been shipped for sale, and 
declared that ‘All articles, compound or single, not intended for con- 
sumption by the producer, are designed for sale, and, because they are, 
it is the concern of the law to have them pure.” ™ 


% Hipolite Egg Company v. United States, 
220 U. S. 45, 54 (1911) 
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Second, as a matter of logic it is apparent that the baker who is to 
put the eggs into his cakes, and the faker who misbrands the magical 
device which will cure or diagnose all ailments, are holding the products 
for sale and disposing of them. The purchaser of the bakery product is 
undoubtedly paying for the eggs. The deluded recipient of the treatment 
extended by the use of the device is unquestionably paying, at least in 
part, for the services extended by it and to that extent is buying it. 
Finally, when the clear and unmistakable purpose of the amendment to 
protect the consumer is grasped by a study of its legislative history, it is 
difficult to believe that such design would be permitted to be frustrated by 
an over-technical and unnecessary construction of the phrase “held for 
sale." The opinions rendered under the Federal Food, Drug, and Cos- 
metic Act certainly reveal that the remedial purpose of the law is not to 
be thwarted by tenuous niceties of phraseology. 


Conclusion 


Aside from the legal and constitutional implications of the Miller 
Amendment, those individuals may be troubled who are still adherents 
of the school of thought which believes in the traditional concept of Fed- 
eral-state separation of powers, or who are partisans of the philosophy 
which distrusts size, whether it be in corporate holdings or in the vesting 
of power in a centralized government over matters ordinarily considered 
to be local in nature. Those on this side of the fence may also query 
whether the scheme of the Miller Amendment, as buttressed by its legis- 
lative history, may not constitute a legislative and constitutional prece- 
dent for proceeding in fields other than those concerned with the public 
health.°> This much is true, however, and this apparently was realized 
by the great majority of those engaged in the regulated industries, that 
there is no field with which the public well-being is more closely con- 
nected than that involved in the sale of food and drugs; that the one 
hundred and forty million odd consumers whom the Act is designed 
to protect are entitled to be safeguarded to the fullest extent possible 
against the evils and dangers inherent in the misbranding and adultera- 
tion of food and drugs; and that perhaps even constitutional problems, 
as well as fears of possible over-centralization of power, should be dis- 


regarded because of the very nature of the subject matter. {The End] 
5% Compare, for example, Section 3 of accompanying the bill, with respect to the 
H. R. 2245, Eightieth Congress, Second Ses- repeal of the oleomargarine taxes. 
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OME YEARS AGO a professor of European history was asked to 
discuss before a group of historians the private life of Catherine 
the Great of Russia. His remarks were eloquently brief. He said, 

‘Gentlemen, Catherine the Great of Russia had no private life.” 

I am somewhat in the converse situation this morning. This Com- 
mittee report was intended principally to discuss the proposed amend- 
ments to the existing regulations containing the rules of practice for 
hearings in food standard proceedings.' These are still wholly private 
within the Administration, and not in any way public. 

As you know, these hearing rules were promulgated eight and one- 
half years ago, have not been changed since, and, for some time, have 
been under revision in conformity with the Administrative Procedure 
Act. It had been the intention of the Solicitor to have these proposals 
published in the Federal Register in time for discussion at this meeting, 
and it had been your committee's hope that this might happen. 

But due to circumstances beyond anyone's control—and in great 
degree attributable to the fact that as an efficient and zealous public 
servant Bill Goodrich is asked to do the work of five men—the proposed 
regulations have not been even tentatively issued, and we are unable to 
discuss them. 

Food Standardization in 1948 

Other developments in the food standards field, however, warrant 

brief comment. The standardization program may appear to be marking 





1 Rules of Practice for Hearing, 21 Code CCH Food Drug Cosmetic Law Reports 
of Federal Regulations, Section 2.701-14 { 1225-1238, promulgated June 25, 1940. 
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time; but this, in large measure, appears to reflect tne desire of the Food 
and Drug Administration to implement and perfect existing standards 
before developing new ones. 


During the year 1948, six proceedings were begun, and one was 
reopened. Of the six new proceedings, five were designed to secure 
amendments to existing standards—for canned green and wax .eans, 
bromated flour, canned oysters, soft cheese, and cereal flours.2, One new 
proceeding encompasses practically an entire industry and is designed 
to establish standards of identity and fill of container for all frozen 
fruits.* The reopened hearing deals with standards of identity for most 
types of bread products.* 


In terms of completed action, seven final orders were issued. In 
view of the oft repeated charge that standards sometimes freeze progress, 
it is interesting to note that all seven of these final actions involved 
amendments to existing standards, and in only two of them did the final 
order fail to make some amendment.* 

To those of us who practice in this field, it may be interesting to 
consider the length of time which these hearings consume. For, in terms 
of commitments of time and relationship with clients, it is sometimes 
desirable to know what one is getting into when he undertakes to repre- 
sent a manufacturer or a group of manufacturers at one of these hear- 
ings. On a previous occasion, I have adverted to the necessity for 
adequate preparation in these cases which present irreducible technical 
problems. Like an iceberg, what is visible in terms of time in the formal 





2 Notices for these hearings were pub- of container and identity standards, August 
lished in the Federal Register on the fol- 12, 1948, 13 Federal Register 4663, CCH 
lowing dates: Canned Green and Wax Food Drug Cosmetic Law Reports {% 2391- 
Beans—February 14, 1948, 13 Federai Reg- 2394; Canned Shrimp—Final Order refusing 
ister 692: Bromated Flour—February 21, to amend fill of container standard, June 


1948, 13 Federal Register 814; Canned Oys- 23, 1948, 13 Federal Register 3375, CCH 
ters—June 23, 1948, 13 Federal Register Food Drug Cosmetic Law Reports {§ 2331; 
3376; Soft Uncured Cheese—July 3, 1948, 13 Canned Green and Wax Beans—Final Order 
Federal Register 3749; Cereal Flours—Au- amending standards of identity and quality 
gust 26, 1948, 13 Federal Register 4964 July 3, 1948, 13 Federal Register 3724, CCH 
‘Notice for the Frozen Fruit standards rece Drug . cosmetic Law Reports 1 2450- 
hearing was issued on March 19, 1948, 13 #2: Bromated Flour— Final Order amend 
Federal Register 1456 ing standard of identity, July 23, 1948. 
Siee ; j ? ’ Federal Register 4231, CCH Food Drug 
‘ Notice for the Bread standard hearing Cosmetic Law Reports § 2256: Soft Uncured 
was issued on October 14, 1948, 13 Federal  Cheese—Final Order amending standard of 
Register 6024. identity, September 17, 1948, 13 Federal 
5 Canned Oysters—Final Order, amending Register 5422, CCH Food Drug Cosmetic 
fill of container standard and establishing Law Reports § 2362-2365: Wheat Flour and 
standard of identity issued March 13, 1948, related products—Final Order amending 
13 Federal Register 1337, CCH Food Drug standard of identity, November 27, 1948, 13 
Cosmetic Law Reports § 2391-2394; Canned Federal Register 6969, CCH Food Drug 
Oysters—Final Order refusing to amend fill Cosmetic Law Reports { 2253-2269 
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hearing must reflect only a fraction of what lies submerged in the way 
of preparation. 

Statistically, 2 of the hearings lasted only 2 days, 3 of them 4 days, 
one 6 days, one 12 days, and one the remarkable total of 41 working 
days.® I might add that the twelve day hearing was the reopened bread 
hearing which is not as yet complete and which resumed yesterday to go 
on in its apparently endless fashion.’ Perhaps those of you who arrange 
to represent interested parties at these hearings may find that you have 
committed yourself to a performance equaling that of Scheherazade. 


Prospects for 1949 


The reported prospects indicate that for the year 1949—subject, I 
suppose, to adequate budget provision—the program will recapitulate 
what has been going on to date. In all likelihood, the tentative orders 
will issue soon on soft cheeses, process cheeses, cheese foods, cheese 
spreads; on mayonnaise and salad dressings; and on frozen fruits. Per- 
haps, too, we shall, during the year, see a final order on the bread 
standards. 

New hearings are scheduled on canned potatoes, canned corn, and 
possibly on canned pineapple. There may also be hearings on raw 
shucked soft shell clams—although why it should be necessary to 
standardize a soft shell clam will prove interesting to discover. 

Mr. Joseph Calloway, the Secretary of the Food Standards Com 
mittee, to whom I am deeply indebted for these data, also reports a pro- 
iected meeting of the Food Standards Committee during the summer. 
Che subjects for consideration probably will be identity and fill of con- 
tainer standards for canned tuna; identity, quality, and fill of container 
standards for canned asparagus, and for frozen peas. 

You will note the continued emphasis upon canned foods on which 
standard experience is still being developed, and the gradual expansion 


to include various types of more complicated or elaborately fabricated 


It is interesting to note that the Frozen is scheduled to continue until February 25 
Fruit hearing, which totaled 41 days, ex- 1949, and then recess until March 21, 1949 
tended over a period of eight consecutive when it will continue apparently indefi 
workweeks plus an additional three days. nitely The record to February 12, 1949 

As of February 12, 1949, the bread hear- totals approximately 7000 pages and a 
ng had lasted 59 days—26 days in July and single copy at the cheapest rate (which 
\ugust of 1941, 7 days in April 1942, 12 varies with the speed of delivery) would 
days in December 1948, and 14 days in cost over $1000 


January and February 1949. The hearing 
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foods. I am growing increasingly confident that, in this field, we shall 
not see regulations issued solely for the sake of regulating—that no 
standard will be issued unless there is affirmatively and abundantly 
shown some need for it in order to promote honesty and fair dealing in 
the interest of consumers. Several of the projected proceedings will, I 
believe, demonstrate that this is the policy of the Administration. 


Proposed Administrative Regulation 


The record of an open mind on necessary amendments and the 
scope of this program combine to make clear the need for a further 
change now being considered by your New York State Bar Association 
committee and by a subcommittee of the American Bar Association 
Food, Drug and Cosmetic Law Committee. As you know, once a food 
is standardized, its ingredients are determined. Interstate shipment of 
that food with additional ingredients not recognized in the standard is 
prohibited under all circumstances. This is deemed by many to be an 
undesirable situation. 


There is a committee actively at work on this problem. A proposed 
administrative regulation has been drafted and may soon be submitted 
to the Food and Drug Administration. This regulation is designed to 
permit the interstate shipment for a reasonable time on an experimental 
basis—subject to safeguards both for the consumer and for the manu- 
facturer—of food products already standardized but containing addi- 
tional wholesome ingredients not recognized in the standard. If a mar- 
ket develops for such products, there will be, it is hoped, adequate data 
upon which the standard can be amended. If it should not prove feasible 
to accomplish this end by regulation, there are many who believe that 


the statute should be amended. 


Comments on Litigation Involving Oyster Standards 


There is one other matter which I might mention. Ordinarily, com- 
ment on a pending case should await final decision. Yet there are some 
aspects of the pending West Coast litigation involving the oyster stand- 
ards which warrant comment at this time if only for the purpose of 
exciting your interest in that case and provoking you to watch for the 


final decision. 


Page 64 Food Drug Cosmetic Law Quarterly— March, 1949 











For the litigation promises to become a single case study in the 
practice and limits of judicial review of standard regulations. More- 
over, it raises extremely interesting questions as to the possible impact 
of the Administrative Procedure Act upon the Food, Drug, and Cosmetic 
Law provisions for developing and issuing food standards. It possibly 
also illustrates the competitive ramifications of standards being narrowly 
limited to one of a class of foods. 


Not unnaturally, there is an involved history which I shall take the 
liberty of simplifying in terms of one can size. As early as 1914, an 
informal or advisory standard permitted a five ounce fill for canned 
oysters for a No. 1 can.* Twenty-eight years later, in 1942, the War 
Production Board—as part of wartime tin conservation—permitted 
oysters to be packed in tin only if the can contained seven and one-half 
ounces. Two years later the Food and Drug Administration followed 
this up and issued a fill of container standard requiring seven and one- 
half ounces for a No. 1 can."° 


Oysters are packed both on the Gulf Coast and on the Pacific 
Coast. During the war, however, because the seeds for Pacific Coast 
oysters were unobtainable from Japan, no Pacific Coast oysters were 
packed. In the absence of available evidence, the Food and Drug stand- 
ard excluded Pacific Coast oysters by making the fill of container regula- 
tion inapplicable to oysters weighing one-half ounce or more. 


Thus, when oyster packing began again on the Pacific Coast, it 
was not covered, but the Gulf Coast oysters were subject to the fill of 
container standard. Partly as the result of complaints by the Southern 
canners that the heavier fill impaired quality, a further hearing was held 
in 1947 resulting in.a new standard reducing the fill to six and one-half 
ounces for the No. 1 can, but extending it to both Gulf and Pacific Coast 
oysters.'' More provocative was the requirement in the accompanying 
new identity standard that the Eastern oysters could be labeled simply 








’ Service and Regulatory Announcement, 
Chemistry I, Bureau of Chemistry, U. S. 
Department of Agriculture, February 9, 
1914. 

* War Production Board Conservation 
Order M-81 as amended on December 9, 
1942, 7 Federal Register 10321. 

” Final Order of November 25, 1944, 9 
Federal Register 14008, CCH Food Drug 
Cosmetic Law Reports % 2393-2394, requir- 
ing a drained weight of oysters of 68 per 
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cent of the water capacity of the container 
for oysters weighing less than ounce 
each 

" Final Order of March 13, 1948, 13 Fed- 
eral Register 1337, CCH Food Drug Cos- 
metic Law Reports { 2393-2394, requiring a 
drained weight for all canned oysters of 59 
per cent of the water capacity of the con- 
tainer and providing for a standard of 
identity for canned oysters. 
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as “Oysters,” but the Western oysters had to be labeled ‘Pacific 


Oysters.” 

One of the largest oyster packers on the Pacific Coast petitioned 
for a further hearing and for a stay of the regulation. This was denied.** 
Then in May, 1948, the packer obtained an order from the Ninth Circuit 
suspending the standard and directing the Administrator to take further 
evidence on a new method of packing and to modify the previous findings 
or to make new findings on the basis of additional evidence.** 


Another hearing was held in July, 1948, and a month later the 
Acting Administrator issued additional findings to the effect that the 
new evidence did not require any change in the fill of container stand- 
ard.'* Once again the packer petitioned for a judicial review, and this 
case is now pending."® 


Perhaps the representatives of the Solicitor’s office will agree that 
these little one-half ounce oysters are certainly creating a formidable 
legal proceeding. There are numerous questions about the weight of 
evidence with which I need not deal. But 59 specifications of error are 
based on the Administrative Procedure Act, and the order is said to be 
unlawful under every test set forth in Section 10(e) of that Act..° The 
Administrator insists, however, that the Administrative Procedure Act 
does not alter or supersede the review provisions of the Federal Food, 
Drug, and Cosmetic Act. 


There are several other extremely interesting points at issue. One is 
reminiscent of the first Morgan case.’' Since the 1948 order refusing to 
amend the standard was signed by the Acting Administrator, the packer 


% Willapoint Oysters, Inc. on September 





2 Willapoint Oysters, Inc. requested the 


Administrator before the issuance of the 
final order to postpone the issuance of 
the order and to hold a hearing on the West 
Coast, but this request was denied. After 
the issuance of the final order Willapoint 
Oysters, Inc., on April 29, 1948, formally 
petitioned the Administrator to reopen the 
oyster standards proceeding and to hold a 
further hearing. This petition was denied 
on May 25, 1948. 

13 The Court’s order of June 8, 1948, sus- 
pended the standards only as to Willapoint 
Oysters, Inc., and only Willapoint was 
allowed to present evidence to the Admin- 
istrator in support of the new packing 
method. 

% Final Order of August 13, 1948, 13 Fed- 
eral Register 4663, CCH Food Drug Cos- 
metic Law Reports § 2393. 
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13, 1948, petitioned the United States Court 
of Appeals for the Ninth Circuit for review 
of the Administrator's final orders of March 
13, 1948, and August 12, 1948, under Section 
701(f) of the Food, Drug, and Cosmetic 
Act and Section 10 of the Administrative 
Procedure Act. On September 30, 1948, the 
Court stayed the enforcement of the stand- 
ards as to petitioner pending final review. 

% The issues referred to here and in the 
following paragraphs are set forth in the 
Petitioner’s Opening Brief of October 25. 
1948, Brief of Respondents, Reply Brief of 
Petitioner of December 29, 1948. 

17 Morgan v. United States, 298 U. S. 468 
(1936). 
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contends that he had not read the entire record in the first hearing. 
The government contends that he did’ not have to do so, but had only 
to examine the record at the new hearing ordered by the court. 

The further point is raised that the order was illegal because cer- 
tain enforcement officials of the Food and Drug Administration partici- 
pated in its formulation. The Administrator replies that this part of 
the Administrative Procedure Act is inapplicable to the rule-making 
involved in food standards. 

There is also an interesting argument about the use of hearsay testi- 
mony by Food and Drug Administration witnesses. To this the Ad- 
ministrator replies that, in rule-making, hearsay is acceptable, and that 
it is impracticable to call an array of direct witnesses especially where 
there is no subpoena power. 

I hope that I have told you enough about this case to excite your 
interest. It may well find its way to the Supreme Court. It has already 
proved illuminating to those who are interested in the standard making 
procedure. 

With these comments, and with renewed apologies for my inability 
to deal with the principal subject assigned, I can leave with you only the 
assurances of your committee that it will continue on its quest for new 
regulations covering the practice in these hearings. 


H. THOMAS AUSTERN 
Chairman of the Food Standards Committee 
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The Significance 





ARGUMENTS FOR THE MOORE AMENDMENT STEM FROM 
THE BELIEF THAT FUNDAMENTAL CONSTITUTIONAL 
RIGHTS ARE IGNORED IN THE PRESENT STATUTE 


Administration,’ and I probably will not in the future, but I certainly 
shall be on their side when any attempt is made to break down 
fundamental enforcement of the law. Preliminarily, let me sketch the 


background. 


| HAVE NOT ALWAYS AGREED with the Food and Drug 


Moore Amendment Raises Old Question of Alleged Rights 
v. Responsibilities 


You will recall that the Miller bill was passed by the last Congress 
and that this enabled the Food and Drug Administration to make 
seizures of foods, drugs, devices, and cosmetics which become adulterated 
or misbranded while held for sale after shipment in interstate commerce. 
An unsuccessful attempt was made by a group of southwestern millers 
of corn and wheat to attach an amendment to the Miller bill, known as 
the “Moore Amendment.” The purpose of the Moore Amendment was 
to provide that a criminal conviction for violation of the Federal Food, 
Drug, and Cosmetic Act require proof of willful intent or gross 
negligence. 


As you know, the Act now makes a misdemeanor the adulteration 
or misbranding of any food, drug, device, or cosmetic and provides for 
imprisonment for not more than one year, or a fine of not more than 





1 For example. see 3 Food Drug Cosmetic Mr. Crawford's article in the same issue, 
Law Quarterly (1948) 204 and compare with p. 243. 
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of the Proposed “Moore” Amendment— 
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$1000, or both. If intent to defraud can be proved, the penalty is im- 
prisonment for not more than three years, or a fine of not more than 
$10,000, or both. /n the setting of penalties, Congress has made it clear 
that it considered differences between infractions of the law where intent 


is and is not a factor. 


Many of the advocates of the Moore Amendment are close friends 
for whom I have great respect and affection. None the less, because 
there has been indication that a renewed attempt will be made to amend 
the Act along the lines of the Moore Amendment, the arguments of the 
proponents of such legislation should be understood for precisely what 
they are. At the same time, we should know the facts and appreciate 
the position of the vast majority of the manufacturers of foods, drugs, 


and cosmetics. 


The arguments of the advocates of the Moore Amendment have 
their roots in the belief that fundamental Constitutional rights are 
ignored in the present statute. Those opposed believe that no rights are 
involved or ignored, and that of preéminent importance is the responsi- 
bility of the manufacturers of foods, drugs, devices, and cosmetics to the 
public. In his testimony before the subcommittee, the principal pro- 
ponent of the Moore Amendment stated: 


As I have pointed out, our quarrel is only with the penalty provisions of this Act. 
We want to retain our Constitutional right to proof of fault before conviction of a 











crime.* 
2? Section 303 of the Act merce, United States Senate, Eightieth Con- 
Hearing before a Subcommittee of the grecs on S. 1190 and H. R. 4071, April 17, 
Committee on Interstate and Foreign Com- 1948, p. 59 
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In a recent address a leader in the pharmaceutical industry stated: 


Intent or criminal negligence has nothing to do with crime as far as we are con- 
cerned. When viewed from the standard of American jurisprudence, the criminal sec- 
tions of the Federal Food, Drug, and Cosmetic Act are extraordinary . I refer 
to this merely to record the fact that I consider this aspect of the law basically and 
Constitutionally unfair. 


It must be stated at the outset that the law has been determined in 
the Dotterweich case * wherein the Court held: 

Hardship there doubtless may be under a statute which thus penalizes the trans- 
action though consciousness of wrongdoing be totally wanting. Balancing relative 
hardships, Congress has preferred to place it upon those who have at least the oppor- 
tunity of informing themselves of the existence of conditions imposed for the protection 
of consumers before sharing in illicit commerce, rather than to throw the hazard on the 
innocent public who are wholly helpless. 


There is no violation of constitutional rights in making the doing or 
failure to do an act a crime regardless of either knowledge or intent. 
While the general rule at common law required proof of intent as an 
element of every crime, this rule was long ago modified in regard to 
statutes, the purpose of which would be obstructed or defeated by such 
The rule today is often stated in terms of whether the 
offense is mala in se or malum prohibitum. The former generally 
require proof of intent, while the latter do not. With offenses malum 
prohibitum, the legislature may determine that effective protection of 
the public requires that the burden be placed on the individual of deter- 
mining at his peril whether his act is wrongful. This type of legislation 
confronts us almost every day of our lives, the most familiar probably 
being our traffic laws. It is a natural development of our system of 
jurisprudence where the trend has been toward the protection of the 
public and social interests. 


a requirement.° 


Much of this legislation is of a regulatory nature.® In passing it, 
the legislature or Congress determined that possible hardship to an 


individual is outweighed by the social betterment gained through its 





4 United States v. Dotterweich, 320 U. S. 
277 (1943). 

5 United States v. 
(1922). 

®* Examples include our food laws, (see 
annotation in 152 ALR 755); laws relating 
to narcotics, United States v. Balint, supra; 
game laws, United States v. Schultze, 28 


Balint, 258 U. S. 250 
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F. Supp. 234; sales of intoxicating liquor, 
Mapes v. People, 69 Ill. 523; tax laws. 
People v. Player, 377 Ill. 417; Blue Sky 
Laws, State v. Doby, 217 Iowa 858; motor 
vehicle regulations (see annotation in 11 
ALR 1434); and the many general police 
regulations, such as laws relating to sell- 
ing short weight, State v. Weisberg, 74 
Ohio App. 91; birth registration, People v. 
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prompt and efficient enforcement. To require proof of intent would 
make enforcement difficult, if not impossible. This is true of our Fed- 


eral Food, Drug, and Cosmetic Act. 


Great Difficulty of Enforcement of Drug Section Under Sherley 
Amendment to 1906 Act Which Required Proof of Fraud 


During all of the period from 1906 to the present time there has 
never been any requirement for proof of intent with respect to foods, 
but in the enforcement of the drug section of the Food and Drug Act of 
1906 we find a history of what may be expected if intent must be proved. 
In construing the definition of misbranding as applied to drugs contained 
in Section 8 of the 1906 Act, the United States Supreme Court, in a 
decision rendered in 1911,’ held that misbranding under that Act was 
aimed at false statements as to the identity of the article, possibly in- 
cluding strength, quality, and purity, and not at statements as to curative 
effect. Consequently, in 1912 the Sherley Amendment * was enacted, 
which was intended to cover this omission. It provided: 

_— an article shall be deemed to be misbranded . . . if its package or label 
shall bear or contain any statement, design or device regarding the curative or 


therapeutic effect of such article or any of the ingredients or substances contained 
therein, which is false and fraudulent 


Even this amendment was considered a deprivation of rights in those 
days, but was held not to be.’ 


Criminal Nuisances 





Cramer, 247 Mich. 127, et cetera. In an (5) 
appendix to his article in 33 Columbia Law (a) Annoyances or injuries to the 
Review 55, Mr. Sayre classified the offenses public health, repose or comfort 


(b) Obstructions of highway 
(6) Violations of Traffic Regulations 
(7) Violations of Motor Vehicle Laws 


not requiring mens rea as follows 
(1) Illegal Sales of Intoxicating Liquor 


ar ae rnd aoe ge soverngts (8) Violations of General Police Regula- 
fies i % tions Passed for the Safety, Health 
(c) Sales to habitual drunkards or Well-Being of the Community 
(d) Sales to Indians Such cases include violations of 
(e) Sales by methods prohibited by health regulations, factory and labor 
law laws, building laws, game laws, rail- 


way regulations, and general minor 


Sales of Impure Food or Adulterated 
police regulations 


to 


Food 
(a) Sales of adulterated or impure * United States v. Johnson, 221 U. S. 488 
milk (1911) 
(b) Sales of adulterated butter or ®’ Dunn, Federal Food, Drug and Cosmetic 
oleomargarine Act. pp. 13536-1340 : 
Seton Misbrand tel ®* Seven Cases Each Containing Twelve 
(3) Sales of Misbranded Articles Bottles of Eckman’s Alterative v. United 
(4) Violations of Anti-Narcotic Acts States, 239 U.S. 510 (1916). 
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The practical difficulties of securing convictions under the Sherley 
Amendment are well illustrated in a case involving a gall stone remedy *° 
for which one of the label claims was as follows: 


Dr, J. H. McLean's Liver and Kidney Balm will aid in dissolving the gall stones 
so that they may pass away. 
The defendant admitted making this statement. Competent medical 
men testified that no known medicine would aid in dissolving gall stones 
in the human body. The president of the company testified that he did 
not know and had never attempted to learn the therapeutic action of any 
of the ingredients of the medicine and that he was neither a druggist nor 
a doctor. The court held that in cases of this character there must be 
proof of an actual intent to deceive and that false statements must be 
shown to be fraudulent. 


So the government was confronted with the necessity of proving 
not only that statements were false, but that they were known to be 
false. Successful prosecutions, which were eventually had, depended 
upon the slow accumulation of evidence of knowledge of falsity, and 
this took months and even years. Meanwhile, people died from 
diseases the products were supposed to cure, and the manufacturers 
grew wealthy. 


Unquestionably, there are patent medicines of virtue, and now we 
all use them without hesitation, relying, since passage of the Food, Drug, 
and Cosmetic Act of 1938, upon the integrity of their composition and 
of their claims. I cannot conceive of anyone wanting to return to the 
days of the medicine man nostrums—the good old days of ‘buyer 
beware’ when the seller's ignorance was rewarded. Civil remedies alone 
will not protect the public, many of whom are unintelligent, uneducated, 
and gullible. Condemnations and injunctions are essential to remove or 
keep misbranded or adulterated goods from the market, but they will not 
deter the unscrupulous from repeating under a different name or guise 
if he has little or no fear of personal consequences. 





” Dr. J. H. McLean Medicine Company v. 
United States, 253 Fed. 694 (CCA-8; 1918). 
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Because of Great Difficulty or Impossibility of Proof, the Tendency 
is Toward a Rule of Absolute Liability in Civil Cases Between 
Individuals and Manufacturers Involving 
Foreign Substances 


Whether the charge be a misdemeanor or a felony, in a criminal 
proceeding the guilt of the accused must be established beyond a rea- 
sonable doubt. In a civil case only a preponderance of the evidence 
against the defendant is required. Nevertheless, in product liability 
cases between consumers and manufacturers the courts have long recog- 
nized the impossibility in most instances of establishing negligence on 
the part of the manufacturer. The trend has been in the direction of 
absolute liability through application of the doctrine of implied war- 
ranty.'' Quite obviously, the Food and Drug Administration should not 
be required to prove beyond a reasonable doubt that which courts have 
concluded cannot be proved in a civil case by merely a preponderance 
of the evidence. 


The Raw Material Problem in the Milling Industry 


Some of my friends in the milling industry with whom I have dif- 
fered on the question of the Moore Amendment have convinced me that 
much of the filth problem in the milling of their products comes directly 
from the farm. The raw material problem is particularly acute at the 
tag end of a crop when for long months rats and mice have had rather 
free access to the grain. The amount of filth in grain also varies in 
different sections of the country and from year to year. The Food and 
Drug Administration knows this situation.'* My conversations with 
several millers lead me to believe that some of them think they have been 
prosecuted solely by reason of the condition of their products. They do 
not seem to realize that now, under the Act of 1938, adulteration includes 
the preparation, packing, or holding of a product under insanitary con- 
ditions,’* without necessitating proof of filth in the product itself. I am 
sure that many of those who have been prosecuted would not have been 
in trouble if their mills had passed inspection. 





Drug Cosmetic Law Quarterly (1948) 510 
511: ‘‘We know, for example, that it is 


“ Mintener, ‘‘Food Products Liability 
Law,"’ 1 Food Drug Cosmetic Law Quar- 





terly (1946) 96 

12 See the paper by George P. Larrick, As- 
sociate Commissioner of Food and Drugs, 
“Comments on the Food and Drug Admin- 
istration’s Sanitation Program,’’ 3 Food 


Significance of the “Moore” Amendment 


not possible consistently to buy wheat that 
is 100 per cent free from infestation. We 
make allowances for this.’ 

13 Section 402 (a) (4) of the Act. 
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However, filth contamination in grain is serious, and I believe that 
it is actually encouraged under the existing grain standards. For in- 
stance, in the Grain Inspectors’ Manual of the Department of Agricul- 
ture, revised effective July 1, 1942, Chapter IV, Item 356, appears the 
following statement: 


Corn containing rodent excreta in excess of 0.2 per cent is distinctly low quality. 
I understand this means that each bushel of corn may contain 346 rat 
pellets and each car of corn may contain about three bushels, or 160 
pounds. ‘That is a lot of filth. Grain men say that if corn is not 
contaminated with this rodent filth in excess of 0.2 per cent, it is not 
down-graded. Accordingly, it may be expected that a substantial 
amount of the millers’ raw material will have up to the permitted per- 
centage of rodent filth and there is no equipment available that will 
remove it all. Clearly indicated is the necessity for conversations with 
the Department of Agriculture to consider the feasibility of changing 
gtain standards so that financial incentive is provided farmers to keep 
their products clean. 


Ground Rules for Guidance 


In trying to get a true perspective, I have read every statement I 
have been able to find urging amendment of the Act to make enforcement 
of the penalty provisions more difficult. Moreover, I have talked with as 
many people as possible, and I have tried objectively to analyze their 
feelings. 

Boiled down, this is what I sense: First, a very real feeling of 
responsibility, unfortunately diluted by fear. Second, fear of prosecu- 
tion for some condition beyond control or of prosecution in a “guinea- 
pig’ case brought to clarify the law or as a warning to others. Third 
and finally, the deep-rooted desire of all businessmen to know, at least, 
what the ground rules are. 

Fortunately, the milling industry has ground rules, voluntarily 
established by the Administration. These are contained in the address 
of George P. Larrick, Associate Commissioner of Food and Drugs, 
before a technical group meeting of the Millers’ National Federation in 
Chicago on October 11, 1948, published in the last issue of the Food 
Drug Cosmetic Law Quarterly..*| While Mr. Larrick’s remarks were 





“3 Food Drug Cosmetic Law Quarterly 
(1948) 510. 
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addressed to the flour milling industry, it takes little imagination to 
translate them into terms applicable to other food and the pharmaceutical 
and cosmetic industries. Mr. Larrick stated that, in determining whether 
legal actions will be brought under the Act, based on the charge of 
shipping contaminated flour in interstate commerce, consideration is 
given to all the facts involved, for example: 

1. Is the mill using reasonable precautions in the light of present knowledge in 
purchasing its wheat? In other words, does it give attention to the sanitary quality of 
the wheat which it buys? 

2. What are the sanitary practices in the mill itself? 

3. Is it abreast of the times? 

4. Is the milling machinery capable of being cleaned, and is it cleaned? Is an 
adequate program of fumigation followed? 

5. Is the handling and storage of flour after production conducive to the shipment 
of a clean product? 


Further in his paper, Mr. Larrick points out that the courts have held 
that it was not the intention of Congress to include as a criminal offense 
the presence of filthy, putrid, or decomposed matter in such infinitesimal 
and inconsequential quantities as even the highest degree of care could 
not eliminate; that these words should be construed to have their usual 
and ordinary meaning and should not be confined to any scientific or 
medical definition. 


Not only every miller, but every manufacturer of any food, or of a 
drug, device, or cosmetic, should read and re-read this statement. It is 
a clear, forthright pronouncement of the “reasonable man’ test. 


And of companion significance: I have been disturbed because the 
United States Supreme Court has held *° that the opportunity provided 
by Section 305 of the Act *® for the food, drug, or cosmetic manufac- 
turer to present his views, orally or in writing, before the institution of 
criminal proceedings is not a jurisdictional prerequisite. Recently, Dr. 
Paul B. Dunbar, Commissioner of Food and Drugs, authorized me to 
state that the Food and Drug Administration considers Section 305 a 
direction from Congress and that the opportunity for presentation of 
views prior to institution of criminal proceedings therein provided will 





* United States v. Dotterweich, supra, such proceeding is contemplated shall be 

% Section 305 of the Act provides: given appropriate notice and an opportu- 

“Before any violation of this Act is re- nity to present his views, either orally or in 
ported by the Secretary to any United writing, with regard to such contemplated 
States Attorney for institution of a crimi- proceeding.’”’ 


nal proceeding, the person against whom 
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be afforded in all cases, excepting only those involving fly-by-night 
operators. 


I have taken Dr. Dunbar’s assurance of compliance by the Adminis- 
tration with Section 305 and Mr. Larrick’s list of questions and en- 
deavored to restate them in terms of ground rules, as follows: 


I. 


The Food and Drug Administration will report no violation to any 
United States Attorney for institution of a criminal proceeding against 
any manufacturer without first providing him with an opportunity to 
present his views with regard to such contemplated proceeding in accord- 
ance with the provisions of Section 305. 


II. 


In any such proceeding under Section 305 and in any criminal pro- 
ceeding under Section 303 against a cereal food manufacturer for 
adulteration of food under Section 402 (a) (3) as containing any filthy, 
putrid, or decomposed substance, or under Section 402 (a) (4) as hav- 
ing been prepared, packed, or held under insanitary conditions whereby 
it may have been contaminated with filth, such manufacturer, in his 
defense, shall be permitted to show compliance with the following dur- 
ing the period covered by the charge: 


A. In the purchase of his grain he has used reasonable precautions 
with respect to its sanitary quality. Since the sanitary condition of grain 
available to a manufacturer varies within the crop year, and trom one 
crop year to another, it is impracticable to set forth a rigid standard of 
sanitary quality. In the purchase of his grain, however, the manufac- 
turer exercises the care and skill that a reasonably prudent and skillful 
manufacturer would use under the circumstances. 


B. The sanitary practices in his mill conform to those generally 
recognized in the industry as ‘good housekeeping” practices. His prac- 
tices in the handling and storage of grain, cleaning of grain before 
milling, prevention of rodent and insect infestation, elimination of dust 
and trash, sweeping, and ventilation are in accordance with those gen- 
enerally recognized as good in the industry. 
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C. His mill is modern from a sanitary standpoint. Whether his 
mill be old or new, it is maintained and operated in a manner considered 
up to date by industry sanitary standards. 


D. His milling machinery is capable of being cleaned, and is 
cleaned, and an adequate program of fumigation is followed. He does 
not use machinery that cannot be cleaned. His practices in machinery 
cleaning and his program of fumigation are consistent with good industry 
practices. 


E. His handling and storage of finished product are conducive to 
shipment of a clean product. His facilities and practices in this respect 
conform to those considered good in the industry. 


It will be observed that, in these suggested ground rules, rigid 
specifications have been avoided in an attempt to make the rules flexible 
under the “reasonable man” test so that the ground rules may withstand, 
without change, variations in the sanitary quality of a crop from year 
to year and the constant growth in what is considered to be good manu- 
facturing practice. I hope that these rules in substantially their present 
form will be acceptable to the Administration, as a step towards further 
clarification. In any event, we have the assurances of Dr. Dunbar and 


of Mr. Larrick which I have described. 

Certainly, any lawyer would know what kind of evidence. as a 
minimum, to introduce under these suggested rules, and I believe that a 
miller, without advice of counsel, should be able to do a fair job in a 
proceeding under Section 305. I think, however, that any manufacturer 
of foods, drugs, or cosmetics who makes a presentation under Section 
305 without the aid of counsel is making a great mistake. On the other 
hand, any lawyer who would use such poor judgment as to take a 
legalistic rather than factual approach in a proceeding of this kind would 
be a great handicap to his client. 


As an example, let us just take suggested rule II A, the first sentence 
of which is “In the purchase of his grain he has used reasonable pre- 
cautions with respect to its sanitary quality.’ In preparing his defense 
under this part of the proposed ground rules, the miller should present 
the official grade certificates covering all of the grain of the kind involved 
purchased during a period which would reasonably be expected to cover 
the grain going into the product under question. If the grain has been 
bought on specification rather than official grade, its quality should be 
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shown by the mill's inspection records. He should present all of the 
information that he has, laboratory or otherwise, showing the condition 
of the grain he was able to buy with respect to contamination, and he 
should show rejections of shipments, if any. The head of his grain 
department should describe the grain situation during the period involved 
and present data which may be available from the United States Depart- 
ment of Agriculture or from the Food and Drug Administration respect- 
ing filth content. He should secure letters from his competitors describ- 
ing their situations and their problems with respect to grain during the 
period involved. All of the foregoing should be reduced to writing, and, 
in addition, at the hearing under Section 305, the miller should have 
people with him who can answer questions which may not have occurred 
to him in the preparation of his written report. Similarly, he should 
present the facts, substantiated by other members of the industry, indi- 
cated by subparagraphs B, C, D, and E of the suggested ground rules. 


It should be obvious that, if for any reason, such as inadequate or 
obsolete equipment, inferior help, or undesirable plant location, a manu- 
facturer cannot operate his establishment substantially as well as others 
in the industry and make a product fit for human consumption or use, he 
should not be permitted to make foods, drugs, devices, or cosmetics. 
The public has a right to expect that a miller, for example, is an expert 
at his trade and has equipment that will produce a wholesome product. 


Emasculation of the Act Must Not Be Permitted 


If legitimate grievances are not remedied, they may eventually 
generate the enactment of a Moore Amendment under another name, in 
an even more destructive form. No one is more conscious of this than 
the Administration. 


All of us are vitally concerned with what we consume, whether it 
be food to sustain us or drugs to cure us. Not one of us, whether con- 
sumer, manufacturer, or lawyer, would want to see regulation of the 
food, drug, and cosmetic industries abolished or impaired so as to leave 
us at the mercy of the unscrupulous or careless manufacturer, with civil 
suits for damages as our only remedy. An amendment of the law such 
as the Moore Amendment would so emasculate the Act as to impair 
seriously the protection it affords. Our responsibility to the public de- 
mands that we unite to resist and defeat any such attempt. [The End] 
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Upon the Local Sale and Distribution 
of Drugs and Medicines 


BY ROBERT L. SWAIN 
EDITOR, DRUG TRADE NEWS AND DRUG TOPICS 





THE SULLIVAN DECISION BRINGS CERTAINTY 
AND DEFINITENESS INTO A SITUATION WHICH, 
FROM THE RETAILER'S STANDPOINT, WAS BE- 
CLOUDED, IF NOT ACTUALLY CHAOTIC ...... 


address the facts in the case as reported in the opinion of the Su- 
preme Court: 


| \OR THE SAKE of clarity and brevity, I am incorporating in this 


Respondent, a retail druggist in Columbus, Georgia, was charged in two counts 
of an information with a violation of Section 301 (k) of the Federal Food, Drug and 


Cosmetic Act of 1938. That section prohibits “the doing of any . . . act with respect to, 
a...drug .. .if such act is done while such article is held for sale after shipment in 
interstate commerce and results in such article being misbranded.” Section 502 (f) of 
the Act declares a drug ‘to be misbranded . . . unless its labeling bears (1) adequate 
directions for use; and (2) such adequate warnings against use . . . dangerous to health, 
or against unsafe dosage .. . as are necessary for the protection of users.” The infor- 


mation charged specifically that the respondent had performed certain acts which re- 
sulted in sulfathiazole being ‘‘misbranded” while “held for sale after shipment in inter- 
state commerce.” 

The facts alleged were these: A laboratory had shipped in interstate commerce 
from Chicago, Illinois, to a consignee at Atlanta, Georgia, a number of bottles, each 
containing 1,000 sulfathiazole tablets. These bottles had labels affixed to them, which, 
as required by Section 502 (f) (1) and (2) of the Act, set out adequate directions for 
the use of the tablets and adequate warnings to protect ultimate consumers from dan- 
gers incident to this use. Respondent bought one of these properly labeled bottles of 
sulfathiazole tablets from the Atlanta consignee, transferred it to his Columbus, 
Georgia, drugstore, and there held the tablets for resale. On two separate occasions 
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twelve tablets were removed from the properly labeled and branded bottle, placed in 
pill boxes, and sold to customers. These boxes were labeled “‘sulfathiazole."” They 
did not contain the statutorily required adequate directions for use or warnings of 
danger. 

Respondent's motion to dismiss the information was overruled, a jury was waived, 
evidence was heard, and respondent was convicted under both counts. 


The Circuit Court of Appeals reversed. 161 F. 2nd 629. The Court thought that 
as a result of respondent's action the sulfathiazole became “misbranded”’ within the 
meaning of the Federal Act, and that in its “broadest possible sense” the Act's language 
“may include what happened.” However, it was also of the opinion that the Act ought 
not to be taken so broadly “but held to apply only to the holding for the first sale by 
the importer after interstate shipment.” Thus the Circuit Court of Appeals interpreted 
the statutory language of Section 301 (k) “while such article is held for sale after ship- 
ment in interstate commerce’ as though Congress had said “while such article is held 
for sale by a person who had himself received it by way of a shipment in interstate 
commerce.” We granted certiorari to review this important question concerning the 
Act's coverage. 

The Court held that the sulfathiazole tablets, as dispensed by Sulli- 
van, were misbranded in that they were not labeled in compliance with 


the labeling provisions of the food, drug, and cosmetic act. 


Basis of Pharmaceutical Policy 


To retail pharmacists, the Sullivan case stands for the proposition 
that the Food, Drug, and Cosmetic Act regulates and controls the distri- 
bution of drugs and medicines in so far as their labeling is concerned, 
even when sold locally. They reason that, if the Federal law so regulates 
and controls the distribution of prescription legend drugs, it would also 
similarly control the sale and distribution of all drugs. 


In other words, pharmaceutical policy will be based more and more 
upon the assumption that the Federal Food, Drug, and Cosmetic Act, in 
all respects, is fully operative at the local level, and pharmacists will tend 
to measure their responsibilities in terms of the prohibitions, condemna- 
tions, and restrictions expressed in the law. 


Inherent in this whole matter is the fact that many pharmacists had 
not been too much impressed with the need for limiting many of the so- 
called potent drugs to prescription. They had difficulty regarding many 
of them as sufficiently dangerous as to require such limitation. 


The pharmacist’s professional training had given him an expert 
knowledge of drug action and therapeutic effect. Whenever he saw a 
prescription legend upon a drug product which he instinctively knew 
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might be safely used without prescription, his confidence in the basic 
integrity of the law was weakened—a fact which explains his indiffer- 
ence to it when, in his judgment, it was improperly used. 


In many respects, the labeling provisions of the Food, Drug, and 
Cosmetic Act conflicted with notions heretofore pretty well fixed in the 
pharmacist’s mind. Many of these legal ‘‘musts’’ were contrary to cus- 
tomary practice. All in all, it was not surprising that pharmacists had 
manifested some skeptical reactions to the law. Many had difficulty in 
recognizing the need to supply adequate directions for use when well 
known drugs were dispensed to the public. 


People were generally familiar with drug products which they had 
long used. To give adequate directions for use, and to place cautions and 
warnings upon the labels, was to require the pharmacist to adopt a course 
of action which he had not followed during most of the years of his pro- 
fessional career. 


Indeed, it is my opinion that an intelligent and sympathetic educa- 
tional program will be called for before there is universal acceptance of 
some of the labeling provisions in the Food, Drug, and Cosmetic Act, 
which pharmacists now, under the law, must observe. 


The Sullivan decision, therefore, would seem to bring certainty and 
definiteness into a situation which, from the retailer's standpoint, was 
beclouded, if not actually chaotic. 


Prior to the decision, no one knew how far the Federal arm ex- 
tended. The majority view seemed to be against the government in that 
it hardly seemed conceivable that Congress had the constitutional author- 
ity to impose Federal control over what traditionally had been regarded 
as a commerce matter wholly within the jurisdiction of the states. The 
preponderance of pharmaceutical opinion, and doubtless this was true of 
legal opinion as well, was to the effect that the Federal Food, Drug, and 
Cosmetic Act applied to interstate commerce only, and thus the Food 
and Drug Administration was, in a very direct sense, usurping authority 
when it began to trespass upon local transactions in drugs and medicines. 
For this reason, while pharmacists were irritated and sometimes embar- 
rassed by the actions of the Food and Drug Administration, there was a 
general feeling that the FDA would be put in its “place” once the con- 
stitutional questions had been decided by the Supreme Court. 
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It is not surprising that law observance, when measured in terms of 
the FDA's interpretation of the law, was most spotty. By this I do not 
mean to imply that pharmacists were not alert to their obligations to the 
public, but that most of them saw no sense in FDA's assertion of author- 
ity. Practices long in effect in retail drug circles were continued—the 
contention of FDA being tolerated, but by no means fully accepted. 


Significant Reactions to the Sullivan Decision 


The decision of the Supreme Court in the Sullivan case has given 
rise to some significant reactions. Some retailers tell me that they are 
paying more attention to the adequacy of directions on the manufactur- 
er's original package. 

Under the Sullivan case, they regard themselves as the responsible 
parties in the event the labeling on the manufacturer's original package 
does not meet the demands of the act. This may be a far-fetched conclu- 
» sion, and I mention it here merely to indicate the apprehension which the 
decision has created. 


Interest in State Legislation 


There is increased interest generally among retail pharmacists in 
state food, drug, and cosmetic legislation closely patterned after the Fed- 
eral law. It is believed that the enforcement of the state act would be 
more continuous, more embracive, and more on the job. 


It should be possible for state authorities to so fashion their enforce- 
ment activities as to assure more or less uniform compliance with the law. 
This would minimize enforcement problems and would tend to place all 
retailers in an equal position so far as inherent competitive matters are 
concerned. 


Other advantages would follow the enactment of state food, drug, 
and cosmetic acts, but in the minds of retail pharmacists, settling the com- 
petitive problems would be among the most helpful. 


The importance of the competitive phases is emphasized by a pro- 
cedure recently inaugurated by the Maryland Pharmaceutical Associa- 
tion. This body has recently set up a Committee on Education and Co- 
operation for the purpose of ironing out this specific problem. 


When this Committee learns that prescription legend drugs are be- 
ing sold by a pharmacist in disregard of the requirements of law, he is 
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asked to appear before the Committee, at which time the seller is con- 
fronted with evidence in the hands of the Committee. He is then told 
just wherein he has violated the law and just what the law requires. He 
is advised that additional purchases will be made at his store, and if fur- 
ther violations are encountered, the information in the hands of the Com- 
mittee with respect to him will be turned over to Federal authorities for 
whatever action they may seek to take. 


In other words, Maryland pharmacists seem to feel the need for self- 
policing, and they have adopted this ingenious and perhaps harsh means 
of bringing about more wide-spread observance of the law and a corre- 
sponding decrease of those violations which give rise to competitive 


factors. 


I don't know how well the Maryland procedure is working out, nor 
do I hold any brief for the wisdom and policy underlying it. I mention 
it here merely to indicate how the pharmaceutical profession, in at least 
one state, has sought to meet the competitive situation confronting it. 


Labeling of Prescription Drugs 


The fact that pharmacists generally believe the labeling require- 
ments of the Food, Drug, and Cosmetic Act apply to the purely local 
distribution of drugs and medicines has brought about an intensive desire 
to have the Federal law amended so as to exempt the labeling of pre- 
scriptions from its provisions. 


This attitude has been stimulated in a large degree by an opinion 
expressed by Dr. Paul B. Dunbar, chief of the Food and Drug Adminis- 
tration, that prescriptions refilled upon the sole initiative of the patient 
and in which the physician plays no part, are really over-the-counter 
sales, and hence, should be labeled in full compliance with the labeling 
sections of the law. 

While much can be said both for and against Dr. Dunbar's view, as 
a practical matter, it is by no means certain that he would not be sustained 
by the courts in the event the specific question is ever presented. 


This subject received serious attention at the joint meeting of the 
Executive Committee of the National Association of Retail Druggists 
and the Council of the American Pharmaceutical Association recently 
held in Chicago. After a most careful study, the joint body took the posi- 
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tion that the best interests of the physician, pharmacist, and patient would 
be served by removing entirely the labeling of prescriptions from the re- 
quirements of the law. 


Some pharmacists are apprehensive that the Sullivan case may, in 
the long run, sharply reshape many phases of the practice of pharmacy. 
They see its effects in the light of the changes wrought upon the profes- 
sion by the drastically excessive tax on medicinal alcohol. As result of 
this tax, manufacturing of pharmaceutical preparations in drug stores has 
virtually ceased, because there is no way for this manufacturing to be 
carried on economically. 


A comparable result may come about because of the Sullivan deci- 
sion. If the retail pharmacist must, in every instance, supply adequate 
directions for use, and place on the label of drugs dispensed by him all 
the cautions, warnings, and disclosures which the interstate manufac- 
turer is required to place upon his label, the pharmacist may find himself 
faced with what is virtually an impossible task. 


This may result in a sharp curtailment of dispensing upon the part 
of the pharmacist. He may well find it advantageous, less time-consum- 
ing, and much less hazardous to restrict his over-the-counter sales to the 
manufacturer's original package. That this may require or induce the 
manufacturer to furnish his products in amounts convenient for consumer 
purchase seems a reasonable likelihood. 


Effect of the Pharmacists’ Changed Attitude 


Now that the Supreme Court has resolved the constitutional issues 
inherent in the Sullivan case, the situation among retail pharmacists is 
rapidly changing. They now know that FDA has jurisdiction over intra- 
state commerce in drugs and medicines. 


They know that the misbranding sections of the Food, Drug, and 
Cosmetic Act are fully operative at the local level. There is no longer 
any doubt as to what the law demands of them or what their professional 
responsibilities require. 


This change in attitude will lead to better law observance. It will, 
so most retail pharmacists believe, stimulate better pharmacy and bring 
about a safer distribution of drugs and medicines. [The End] 
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The Problem of Toxic Spray Residue 
On Fruits and Vegetables 





WHEN PESTICIDES ARE POISONOUS TO INSECTS... 
THEY ARE USUALLY POISONOUS TO MAN ....... 


BY JAMES R. WILSON, M. D. 





HEN THE DISCOVERY of DDT opened the way to the 

\ \ development of a wealth of new pesticides of fantastic effec- 

tiveness, the age-old struggle between man and the insects 

seemed almost won. By these new chemical weapons it appeared pos- 

sible that we could eliminate house flies, mosquitoes, the cabbage worm, 

the coddling moth, and even the red spiders and mites and a multitude 
of other pests. 


The speed with which these new economic poisons, or agricultural 
poisons, are being introduced is indicated by the fact that from 25 to 50 
basic chemicals, incorporated in an estimated 16,000 brands of pesticides, 
were offered for registration with the United States Department of Agri- 
culture in 1948. 


The insect killing properties of these new pesticides cannot be chal- 
lenged; but what they can do to man, how he can protect himself from 
their toxic effects, and which ones are too dangerous to use on food crops 
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are some of the questions that must be answered. Our knowledge of their 
pest killing properties has outstripped our knowledge of how to use them 
safely and to control them adequately. This is the kernel of the serious 
problem I wish to discuss with you. 


“Safe” Foods 
What is a safe food? 


First, nutritive value must be such that the food makes its expected 
contribution to the maintenance of health. We believe that it is desirable 
and possible to produce such food without the addition of synthetic chem- 
ical nutrients. Good farm practices, proper storage, and proper prepara- 
tion conserve naturally occurring food values in high degree. It is not 
possible to produce synthetically all of these naturally occurring nutrients 
because all of the essential nutrients have not been identified. 


Second, a safe food must be clean. Good foods are free from dirt 
and filth and must be free from disease producing bacteria. 


Third, freedom from injurious chemical contaminants is essential. 
Safety on this score can no longer be taken for granted as our controls 
have rapidly become obsolete. The introduction of the newer pesticides 
has created new health hazards that were not anticipated by controls 
established up to the present time. Studies indicate that already many 
constituents of the American diet may be contaminated with materials 
of unknown toxicity used to destroy insects and other pests. 
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Health Hazards of Insecticides 


Examples of the better known newer insecticides include the chlo- 
rinated hydrocarbons, such as DDT, TDE, methoxychlor, chlordane, 
and benzene hexachloride (BHC). They also include the organic phos- 
phates, the best known examples of which probably are tetraethy! pyro- 
phosphate (TEPP) and parathion. 


When pesticides are poisonous to insects, they are usually poisonous 
to man.’ The true value of any one of them depends on a significant dif- 
ference between the toxic effect on man and on insects. It is not in my 
province to discuss with you their merits as killers of insects, weeds, and 
other pests. On the other hand, it is within my province to discuss health 
hazards to man. 


A statement * indicating the concern of the Council on Foods and 
Nutrition was accepted at its June 28, 1948, meeting. This was published 
together with editorial comments * in the Journal of the American Med- 
ical Association and reprinted shortly thereafter in the Food Drug Cos- 
metic Law Quarterly.* The Association's health magazine for laymen, 
Hygeia, recently carried an informative article ° on the health hazards 
of toxic residues in foods, together with a signed editorial by Dr. Fish- 
bein.® 

Probably, more is known of DDT than any of the other newer in- 
secticides, but even here the frontier of our knowledge is surprisingly 
close to the starting point. 


The possibility of death due to acute poisoning in man as the result 
of eating DDT contaminated foods seems quite unlikely except in the 
case of gross carelessness or high individual susceptibility due to disease. 


Our knowledge of what occurs as the result of eating small amounts 
of DDT in food over long periods is less definite. Liver damage has been 











1Lehman, A. J., ‘““‘The Toxicology of American Medical Association, 137:1605, 
the Newer Agricultural Chemicals,’’ read August 28, 1948 
at a meeting of the Association of Food ‘Wilson, J. R., ‘‘Pesticide Residues in 
and Drug Officials of the United States, Foods as Health Hazards,’’ 3 Food Drug 





Portland, Maine, June 1948. 
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ment, ‘‘Health Hazards of Pesticides,”’ 
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described in animals and reported by Fitzhugh and Nelson,’ Lillie and 
Smith,* and Nelson, Draze, Woodard, Fitzhugh and Smith.® 


We know that steers, when fed on feed contaminated with DDT, 
store the material in their body fat.’® Since these animals are used as 
food, this source of food contamination deserves attention. 


Cows (and other animals) not only store DDT, but also excrete it in 
their milk where it is combined with the cream." 


That calves store DDT in higher concentration than adult cattle is 
indicated in a recent study and has been given support by studies as yet 
unpublished. These things have important implications in the feeding of 
babies whose diets consist chiefly of cow's milk. It is a matter that re- 
quires the immediate attention of the milk industry. 


Fitzhugh and Nelson '* have demonstrated that animals which are 
apparently healthy, but whose body fat contains abundant stores of 
DDT, will develop tremors when fasted or made sick by an acute infec- 
tious illness. If this effect has its equivalent in man, then it would appear 
to be important not to store DDT. 


We believe that DDT is one of the less toxic of the new agricultural 
poisons. It must not be assumed, however, that the same techniques for 
handling DDT are applicable to the problems created by all of the other 
newer pesticides. They may not follow the same pattern or have the same 
toxicity. 

For example, benzene hexachloride, commonly called BHC, differs 
from DDT in its manner of action. When used as an insecticide, a 
portion of the material, or its decomposition products, may penetrate 
into the tissues of the plant itself. Fortunately for the consumer, the use 
of this material tends to give rise to objectionable flavors and odors which 
are greatly accentuated by cooking or canning. Improper use is known 
to have resulted in the loss of such crops as potatoes, carrots, string beans, 
and cucumbers due to off flavors. One shudders to think of what might 
happen if a very toxic, tasteless, penetrating insecticide were carelessly 








7 Fitzhugh, O. G. and Nelson, A. A., Montgomery. C. M., Science, 102:177, 1945. 
Journal of Pharmacology, 89:18, 1947. Wilson, H. F., Allen, N. N., Bohstedt, G., 

‘Lillie, R. D. and Smith, M. I., Public Betheil, J.. Lardy, H. A., Journal of Econ. 
Health Reports, 59:979, 1947. Entomol, 39:802, 1946, and others. 

* Nelson, A. A., Draze, J. H., Woodard, " Telford, H. S., and Guthrie, J. E., 


G., Fitzhugh, O. G., Smith, R. B., Calvery, Science, 102:647, 1945. See also reference 
H. O., Public Health Reports, 59:1009, 1944. 10. 

” Telford, H. S., Soap, Sanit., Chemicals, 2 Fitzhugh, O. G. and Nelson, A. A., 
21, 161, 1945. Woodard, G., Ofner, R. R., Journal of Pharmacology, 89:18, 1947. 
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used. You all remember the incident of the New Jersey potatoes. I can 
cite you other examples of foods which have been rendered unfit for use 
because of bad flavors. 


Parathion, a newly developed insecticide, is reputed to be a powerful 
nerve poison. Its toxicity for rats is reported as many times that of 
DDT.** Acute oral toxicity studies indicate a mean lethal dose of 250 mg. 
per kg. for DDT in comparison with 3.5 mg. per kg. for parathion~a 
ratio of 125 to 1. When sprayed on plants, the evidence suggests that, if 
used at high concentration, it tends to penetrate the surface of exposed 
portions and to become diffused throughout the tissues of the plant. Pen- 
etrating poisons such as benzene hexachloride and parathion cannot be 
removed entirely by washing. Penetrating poisons, which are not ren- 
dered inert by processing and which cannot be removed by usual meth- 
ods, are insidious public health hazards. 


Determining the Presence and Amount of Pesticides in Foods 


Because, under certain conditions, some of the pesticides penetrate, 
some may be translocated, and some cling tenaciously to the surface, it 
is desirable to have means of checking not only the presence, but the 
amount of pesticides in food products. Methods for determining the 
presence and amount of DDT in foods are being improved. It is now 
regarded as possible to determine with reasonable accuracy less than one 
part per million of DDT in many food products. This is not true for all 
of the newer pesticides. For example, we have no satisfactory means of 
determining the amount of chlordane and chlorinated camphene in foods. 
Both of these are on the market, and there is a definite possibility that 
they may be applied either carelessly or accidentally to the edible por- 


tions of plants. 


Practical quantitative analytical methods that will work in the pres- 
ence of interfering substances is one of the crying current needs if we 
are to know what residues persist in the foods we eat. Furthermore, prac- 
tical analytical methods are essential for the accurate diagnosis of ill- 
nesses suspected of being due to the ingestion of pesticides. Much more 
work must be done. This research is urgent. 





% Lehman, A. J., ‘““‘The Toxicology of and Drug Officials of the United States, 
the Newer Agricultural Chemicals,"’ read Portland, Maine, June 1948. 
at a meeting of the Association of Food 
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Effect of Pesticides on the Nutritive Value of Food 
Entirely unrelated to toxicity is the question of what pesticides do 
to the nutritive value of food crops. As far as the newer pesticides are 
concerned, this is an entirely unexplored question. Yet there is precedent 
for suspecting the need of this information.'* While seemingly not vital 
at the moment, this is a problem for future research. 


Marketing of New Pesticides 


Past experience with drugs has shown us that it is not safe to place 
new drugs on the open market without first having studied them care- 
fully in order to establish proper methods of use. You will all recall the 
tragic story concerned with the early and improper use of sulfanilamide. 
Human beings were inadvertently used as guinea pigs. This can be 
avoided in the case of the newly developed and developing pesticides if 
adequate preliminary research and pretesting are done to establish meth- 
ods of proper use. Tragic incidents are possible if suitable controls are 
not established to insure the orderly development of necessary informa- 
tion before economic poisons are released. Can we afford to ignore past 
experience and repeat such carelessness in the handling of new pesti- 
cides? 

What are some of the things we need to know to insure the safe use 
of the newer pesticides? Here are a few opinions offered by men active 
in this field. 

Dr. S. A. Rohwer * is assistant chief, Bureau of Entomology and 
Plant Quarantine, United States Department of Agriculture. His great 
experience in the field of entomology makes his views worthy of special 
consideration. Dr. Rohwer has said: 


The question of the safe use of pesticidal chemicals presents the same types of 
problems whether the chemicals are new or old. With the older standard materials 
acceptable answers are available, for the newer materials much needs to be determined 
and this requires time and intensive study. The biggest problem associated with the 
use of newer economic poisons is not variety and complexity of questions that need 
to be answered. but rather the general impatience and willingness to ignore the funda- 
mental requirement for the orderly development of needed information. This is a real 
problem and unless it is solved incidents may occur which will so cloud the issue for 
some new materials that the benefits they can contribute to our economy through pest 
control will be lost. 


I believe that we can agree wholeheartedly with this opinion. 








™ Nelson, E. M. and Mottern, H. H., % Rohwer, S. A., “Problems Associated 
American Journal of Public Health, 22:587, with the Use of Newer Economic Poisons,’’ 
1932. Report of the Association of Economic Poi- 


sons Control Officials, 1948, p. 54. 
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Mr. Justus C. Ward,’® Chief of the Pharmacological and Rodenti- 
cide Section, Insecticide Division, United States Department of Agri- 
culture, has emphasized the necessity of persistent well correlated 
research in the many fields related to the safe and effective use of eco- 


nomic poisons. 


Dr. J. L. St. John,'* President of the Association of Economic Poi- 
sons Control Officials, in his presidential address last October listed the 
following information as necessary before new pesticides are released 
for general use: 

Data in such fields as toxicity to humans, methods of formulation and of applica- 
tion, newer methods of application and essential facts in regard to residues, including 


amounts of residue both surface and internal, feasible methods of residue removal, and 
residue tolerances where these seem desirable and essential. 


A well known representative of the food industry has presented the 
urgent requirements of the food processor very clearly. The food proc- 
essor must see to it that his product is not contaminated with the toxic 
residue of chemical technologic aids, including the pesticides, if he is to 
continue to enjoy public confidence and stay in business. Among the 
things mentioned as essential are adequate chronic toxicity studies, infor- 
mation concerning residue stability, residue penetration and residue 
translocation and removal, flavor effects of agricultural poisons, and 
methods of residue analysis. 


Now, you may well ask, what does the physician regard as essential? 
From his standpoint, certain basic considerations are apparent. 


Before poisons are used in such a way that they may become incor- 
porated in foods, they must be studied from the point of view of both 
acute and chronic toxicity to warm blooded animals. The probable de- 
gree of oral toxicity to man must be predetermined as far as practical not 
on just one species of animal, but more than one, because it is well known 
that there are species differences in susceptibility. Practical methods of 
identifying the presence and amounts of toxic residue are essential tools. 
Assurance must be given that foods do not contain toxic residues, or that 
the residue has been rendered inert, or that it is present in such small 





%* Ward, Justus C., ‘‘Are the New Eco- 7 St. John, J. L., ‘“‘Economic Poisons: 
nomic Poisons too Dangerous,"’ read at the Progress and Problems,"’ Report of the 
meeting of the Association of Economic Association of Economic Poisons Control 
Poisons Control Officials, Washington, Officials, 1948, p. 39. 
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amounts as to be harmless; and this assurance must be backed up by evi- 
dence. Knowledge concerning the toxicity of poisons must be made read- 
ily available to the profession, and practical means of both identifying 
and treating illnesses caused by toxic residues must be developed. 


Need for Adequate Controls 


I have indicated some of the things that the spokesmen of various 
groups regard as indispensable information. Yet, we do not now have a 
system which assures the orderly development of the information which 
is regarded by many as necessary to safe use of the new pesticides. 


Perhaps with the active interest of the legal profession in this prob- 
lem, it may be possible to work out adequate controls for the protection 
of all of us. 


On September 6, 1948, your Mr. Charles Wesley Dunn proposed,'* 


an amendment to provide an advance government control of new chemicals for spray- 
ing growing fruits and vegetables (etc.), to prevent a residual contamination of such 
foods that renders them unfit or unsafe for consumption; which is analogous to such 
control of “new drugs.” 

He implied, I believe, that this be done if voluntary control measures were 


not promptly effected. 


The problem is too big for the medical profession alone. There is an 
important aspect of this matter that is definitely in the province of your 
profession. This is not only our problem, but yours. [The End] 


DISCUSSION .. . COMMENTS FROM THE FLOOR... 
CHAIRMAN Dunn: Thank you, Dr. Wilson. 


In view of the great public importance of this problem I am going 
to ask Mr. Charles W. Crawford, the Deputy Commissioner of Food 
and Drugs of the United States Government to comment on the sug- 
gestion whether it would be advisable to have an amendment to the 
Federal Food, Drug, and Cosmetic Act which would provide for an 
advance control of new chemicals used to spray growing foods which 
might contaminate them from a toxic standpoint. 





% Dunn, C. W., 3 Food Drug Cosmetic 
Law Quarterly (1948) 308. 
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Mr. Crawford! 


Mr. Crawrorp: Mr. Chairman, several of us in the Food and 
Drug Administration have stressed the concern that we felt about the 
multiplicity of untested chemicals or insufficiently tested chemicals which 
were being offered for use as pesticides or preservatives or for other 
effect in the production, handling, and distribution of food products. 


Dr. Wilson has stressed better than I could possibly do the public 
health aspect of that problem. Certainly, there have been too many of 
these insufficiently tested products put out on the market and used. 
And with the growing pressures for the use of additional chemicals, 
it would seem that self-regulation, with all the competitive drives that 
are involved, may not be sufficient to retard the marketing of these 
things in the interest of the public health. 


In such circumstances, I can only say that some legal requirement 
for pre-testing ought to be in existence if the food industries are not 
to run afoul of some very serious trouble in the future. I think that 
legislation would stabilize the situation from the standpoint of both 
those who manufacture chemicals used as pesticides and the food in- 
dustry itself. 


I do not know just what that law ought to be. I would think the 
idea inherent in the new drug section of the Act probably would work 
more effectively than anything else we have thought of. We would 
certainly like to have the cooperation and advice of the regulated in- 
dustries and of the legal profession in an attack upon that problem. 
And may I suggest that this consideration be prompt so that if the 
problem can be solved by legislation it be not delayed until some tragedy 
of the kind that we had with elixir sulfanilamide stimulates everybody 
into shocked action. We ought to be able in our democracy to act in- 
telligently and effectively to forestall easily foreseeable events without 
having to await the actual occurrence of such great tragedies before 
we take action. 


CHAIRMAN DuNN: We appreciate the statement by the second 
highest Food and Drug official in the United States government. 


[The End] 
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in the Johnson case * in which it virtually emasculated the eftective- 
ness of the Food and Drugs Act in that statute's efforts to bar the 
channels of interstate commerce to fraudulent drugs. The preparation 
involved in that instance was a ‘mild combination treatment for cancer.” 
This fact, however, failed to sway the justices in their adherence to strict 


|: 1911, the United States Supreme Court handed down its decision 


legal principles. 


Some 37 years later the same court had so broadened its preception 
and measure of its obligation to the public as to distort the current Food, 
Drug, and Cosmetic Act by writing into it a new offense to bridge a 
hiatus supposedly left by Congress, confounding, in doing so, the theory 
of the regulation as a whole, the source of the statutory terminology 
under consideration, the phraseology of the definition, and its legislative 
history.” 

The diametrically opposed attitudes of our highest court displayed 
in the Johnson and Kordel cases are not, however, the only connection 
between these two decisions. As a matter of fact, the first is chargeable 


with starting a chain of developments that finally found termination in 
the second. For it will be remembered that the Sherley amendment * 





1 United States v. Johnson, 221 U. S. 488. Urbeteit, — U. S. — (1949), [CCH Food 
2 Kordel v. United States, — U. Ss. — Drug Cosmetic Law Reports { 7102]. 
(1949), [CCH Food Drug Cosmetic Law * Act of August 23, 1912, Chapter 352, 37 


Reports { 7101]. See also United States v. Stat. 416. 
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was enacted in 1912 to repair the gap in the law uncovered by the 
Johnson case. One result of the enlarged definition of misbranding was 
to drive extravagant and unsupported therapeutic claims from the imme- 
diate label or container of the drug to the advertising columns of news- 
papers and magazines where it flourished beyond the reach of the Food 
and Drugs Act. Some quarters, indeed, bless the Sherley amendment 
as the father of modern advertising in all its flamboyant forms. 


Conceptions of the Word “Labeling” 


The ensuing rapid growth of advertising to market worthless nos- 
trums did not, of course, escape the watchful eyes of food and drug 
enforcement officials. As early as 1917, in the Annual Report of the 
Bureau of Chemistry, the complaint was made that “the law fails to 
take cognizance of fraudulent statements covering foods or drugs which 
are not in or upon the food or drug package,” and amendatory legislation 
was suggested. It was not until the general revision of the law proposed 
in 1933, however, that a bill was offered that embraced control over 
so-called “false advertisements."’* Several of the definitions found in 
the Tugwell bill are significant in several regards and warrant repro- 


duction: 





* S. 2800, reprinted in full in Hearings States Senate, Seventy-third Congress, 
before the Committee on Commerce, United Second Session, pp. 1-12. 
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(i) The term “labeling” includes all labels and other written, printed, and graphic 
matter, in any form whatsoever, accompanying any food, drug, or cosmetic. 


(j) The term “advertisement” includes all representations of fact or opinion dis- 
seminated in any manner or by any means other than by the labeling. 


It will be noted that, in an unusual spirit of draftsmanship elegance, 
a new term was devised—‘‘labeling’’—to describe generally printed mat- 
ter on the article, that is, the label, or in the package, that is, accompany- 
ing the product, thereby substantially continuing the import of the 
Sherley amendment in this connection, as elaborated in the Seven Cases 
decision.’ Fortunately, or otherwise—depending upon which side of the 
fence one is at the time—the framers of the legislation, in an effort to 
incorporate already judicially-construed phrases, adopted the rather 
obscure language “*. . . accompanying the article” as part of the defini- 
tion, taking it from the Seven Cases decision. There it is found several 
times in the context: 


‘ And the power of Congress manifestly does not depend upon the mere 
location of the statement accompanying the article, that is, upon the question whether 
the statement is on or in the package that is transported in interstate commerce.® 

At a later point in the decision it was repeated: 

The false and fraudulent statement, which the amendment describes, accompanies 
the article in the package, and thus gives to the article its character in interstate 
commerce.* 

That it was the bill's intention to duplicate in the term “‘labeling” its 
identical significance under the 1906 statute is supported by several ref- 
erences. It is, for example, evident from Mr. Campbell's testimony 
before the Subcommittee of the Committee on Commerce on S. 1944,° in 
which he explained the exigency of dividing such statements into the 
two categories ‘labels’ and “labeling’’—although the government has 
read his remarks as corroboration of a different theory. It is also 
apparent from the Senate Report which declared: 

This differentiation between label and labeling is necessary because the declara- 
tion of certain facts for the information and guidance of consumers required on the 
label by the substantive provisions of the bill should, to accomplish their purpose, 
appear on the principal label or labels where they can be easily observed, rather than 
on side panels of the labeling or in circulars within the package where they may escape 


¢ 


notice.” 


5 Seven Cases v. United States, 239 U. S. Senate, Seventy-third Congress, Second Ses- 








510 (1916). sion, on S. 1944, p. 16. 
6 239 U. S. 515. Italics supplied in part. *Senate Report No. 361, to accompany 
7239 U.S. 517. Italics supplied. S. 5, Seventy-fourth Congress, First Ses- 


® Hearings before a subcommittee of the sion, p. 4. Italics supplied. 
Committee on Commerce, United States 
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And it was confirmed by the fact that, as the legislation was then 
drafted, there was no reason to press for an expansion of the labeling 
definition since the bill before Congress expressly contemplated control 
over advertising. Under the circumstances, it was indeed superfluous to 
make the concept of “labeling” more comprehensive than had existed 
under the earlier law. 


Control Over Advertising 


Then occurred one of those vagaries of congressional action that is 
only comparable to a five-to-four decision of the Supreme Court. In the 
final draft of the bill, as enacted, control over false advertisements was 
transferred to the Federal Trade Commission, being deleted from the 
Food, Drug, and Cosmetic Act, and the Food and Drug Administration 
was caught with a labeling definition that obviously excluded authority 
over advertising. Congress, moreover, in no uncertain terms had re- 
corded its unwillingness and opposition to granting the Food and Drug 
Administration jurisdiction over this field.'® 


Unwittingly bound in this legislative strait-jacket, the Administra- 
tion cast about for escape. Its efforts took a number of directions. In 
the Special Dietary Foods Regulations and in the exemption of directions 
general regulations, for example, it bound the labeling of such prepara- 
tions to their advertising.'' In one case, moreover, it associated the cir- 
cular and product by claiming that the former was incorporated by 
reference in the labeling by the statement ‘“Write for free recipe book- 
let.""'* It went so far as to allege in others that the brand name featured 
on the label had acquired a false and misleading significance from state- 
ments and designs appearing in a circular describing its purposes.’ 


Only two avenues, however, appeared to warrant further cultiva- 
tion. One was utilization of the ‘adequate directions for use’ provision 
of the Act to charge that a drug, whose labeling fails to bear directions 
for use for conditions named in the advertising, is misbranded under 
Section 502(f)(1) of the Act. The other was a bold attack on the 
meaning of ‘labeling’ as defined in the statute in the hope of broadening 


See 80 Congressional Record 10230- 2 United States v. 90 Cases of Queen of 
10244; 83 ib. 391-424, 3287-3293. Sheba Brand Beet Juice, etc., Food Notice 
“ Cf. Food and Drug Administration re- of Judgment No. 1906 (1940). 
lease, November 22, 1941 (special dietary % United States v. 17 Boxes of Ayds Candy, 


foods); 2.106 (i) (1), General Regulations Food Notice of Judgment No. 2976 (1941). 
(directions for use exemption). 
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its significance to embrace circulars and other material shipped physically 
apart from the food or drug. 


This analysis of the tactics of the Food and Drug Administration, 
which, incidentally, is my own, should not be viewed as a condemnation 
of its maneuvers or a criticism of its motives. The position in which the 
Administration found itself as a result of the deletion of its control over 
advertising was, in its eyes, an intolerable one. The letter of the law 
allowed a sizable loophole which unscrupulous vendors of fraudulent 
nostrums would be quick to discern. To block this, the government 
exploited the tools at hand—the statute—as best it could. As con- 
sumers, we have no ground to quarrel with such zeal; as lawyers, though, 
we may be permitted to question whether an administrative agency with 
the help of the courts should correct such a situation instead of Congress. 


Assaults on the Labeling Definition 


The first assaults on the labeling definition were cautious and tenta- 
tive. They involved shades of interpretation rather than frontal attack 
Need the product and the circular travel together in the same carton or 
on the same train if they have a common origin and destination? No, 
said one court reasonably.'' Isn't it sufficient if the circular accompanies 


the goods at the point of sale? Why, yes, said another.'’ Little by little 
the essential physical aspects of labeling were erased. The courts, with- 


out comprehensive knowledge of the legislative history of the term, 
without altogether clear concept of the theory of the legislation, proved 
very agreeable to the government's arguments.'* The first cases, more 
over, were carefully selected libel proceedings. Since, in such instances, 
the district court acquires jurisdiction by the presence of the property 
within the district,’ physical association of product and printed material 


was assured—at least within the district. 


But when the government extended its activities to criminal prose- 
cution, charging violation of the Act in the introduction of a misbranded 


‘United States v. Lee, 131 F. (2d) 464 % United States v. Spraul, 185 Fed. 405 
(CCA-7; 1942) (CCA-6; 1911); United States v. 2 Barrels of 
% United States v. Research Laboratories, Desiccated Eaqqgs, 185 Fed. 302 (DC Minn 
Inc., 126 F. (2d) 42 (CCA-9; 1942) 1911): United States v. 1 Barrels of Vine 

% United Slates v. 7 Jugs, etc. Dr. Sals gar, 188 Fed. 471 (DC Minn.. 1911): United 
bury’s Rakos, 53 F. Supp. 746 (DC Minn., States wv 14 Dozen, ete. Capon Sprinas 
1944) Water, 48 F. (2d) 378 (DC Pa., 1930), 30 F 

(2d) 300 (DC Pa., 1929) 
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drug into interstate commerce, it met its first defeat. The ninth circuit, 
evidently, could not stomach the argument that printed matter, shipped 
several months before the goods, accompanied, and misbranded, them 
when introduced into interstate commerce.'* It is interesting to note 


that no further appeal was taken. 


This decision, however, proved only a temporary set-back for the 
government. Prior to the Circuit Court's decision in the Alberty case, 
the District Court in Chicago had found one Kordel, a health food 
dealer, guilty on somewhat similar facts.’* An appeal was taken to the 
Circuit Court for the Seventh Circuit. And this court disregarded the 
reasoning supporting the Los Angeles case, invoking the novel and far- 
reaching concept that “the test (of accompaniment) is not of physical 
contiguity but of textual relationship.” *° Curiously enough, the fifth 
circuit, only a few days later, affirmed the conclusions of the ninth circuit 


in a seizure proceeding.”' 


Criticisms of the Supreme Court Decision 


The lines thus drawn, both cases were appealed to the United 
States Supreme Court, the Solicitor-General asking review of the Lrbe- 
teit case; certiorari was granted. It must be acknowledged that, both on 
a factual and legal basis, the appeals presented every possible aspect of 
the issue. It will undoubtedly contribute to an improved understanding 
of the court's decision, moreover, to review briefly the facts in the 
Kordel case before it and list the two questions offered for determination. 

In substance, each of the twenty informations charged that defend- 


ant, on or about a specified date: 


then and there in violation of the Act of Congress . . . unlawfully intro- 
duced and delivered for introduction into interstate commerce from ... to... a 
certain consignment, to wit, a carton of (the article involved, also identified by its 
label). 


The informations went on to allege: 


That displayed upon written, printed, and graphic matter accompanying said drug 
when introduced and delivered for introduction into interstate commerce, as aforesaid, 


8 United States v, Alberty, 159 F. (2d) ** 164 F. (2d) 913 (CCA-7; 1947), [CCH 
278 (CCA-9: 1947), [CCH Food Drug Cos- Food Drug Cosmetic Law Re ports % 7063] 
metic Law Reports § 7034] 21 United States v. Urbeteit, 164 F. (2d) 

” United States v. Kordel, 66 F. Supp 538 2°45 (CCA-5 1947) [CCH Food Drug Cos 


(pc Il 1946), [CCH Food Drug Cosmetic metic Law Re ports © 7065] 


Law Reports‘ 7027} 
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namely, upon a number of printed circulars . . ., which said circulars the defendant 
(shipped or caused to be shipped by) to . . . on (a date other than the date of the 
shipment of the consignment) were among other things . . . (statement of claims). 


The informations continued: 


That said drug when introduced and delivered for introduction into interstate 
commerce and when caused to be introduced and delivered for introduction into inter- 
state commerce was then and there misbranded. 


Defendant was convicted of these crimes on evidence disclosing that: 


1. The printed matter containing the alleged false or misleading claims in no 
instance accompanied the product charged with being misbranded at the time it was 
introduced into interstate commerce, but on the contrary was shipped from different 
cities in Illinois from 2 to 561 days apart from the shipment of the articles as to 


13 counts. 


2. Two of the circulars were not only shipped from one to six months apart from 


the articles with which they are now connected, but also bore a postoffice mailing permit 
indicia, together with space for addressing, and were intended for, and actually mailed 
or addressed for mailing, for that purpose being kept separate from the retail portions 


of the stores. 

3. Three paper-bound “health” books involved were each plainly marked as to its 
price and were sold by the dealer independently of the display or sale of the allegedly 
misbranded articles made reference to only by name in their pages. 

The trial court found that each of the foregoing circulars, pamphlets, 
and books constituted “labeling,” as that term is defined in the Federal 
Food, Drug, and Cosmetic Act, this conclusion being affirmed by the Cir- 
cuit Court of Appeals which invoked the test of ‘textual relationship.” 


It was argued that both courts so erred in at least two different 
respects: 

(1) In holding that printed matter not physically accompanying a specific article 
at any point in interstate commerce is “labeling” as defined in the Federal Food, Drug, 
and Cosmetic Act; and 

(2) Assuming that such printed matter does constitute “labeling,” in finding 
appellant guilty of section 301(a) which is limited to the prohibition of ‘the introduc- 
tion or delivery for introduction into interstate commerce of any food, drug, 


thatis . . . misbranded.” 


The Supreme Court, in its decision affirming the lower courts, split 
five to four, at least so far as those counts where printing matter and 
goods were shipped at different times. The justices were evidently 
unanimous in their opinion that physical association of the printed matter 
and the drug in their interstate journey is not an essential attribute of 
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labeling as defined in the statute, disagreeing only in the particular viola- 
tion committed, that is, under Section 301 (a), the introduction provision, 
or Section 301(k), the holding-for-sale provision. Disregarded in its 
entirety, apparently, was the legislative history of the definition. As a 
matter of fact, we may be bold enough to suggest that the court also over- 
looked the facts of the case in its eagerness to attain a previously 
rationalized position. 


Thus, Justice Douglas makes much of the point that the literature 
was designed for use in the distribution and sale of the drug, and was so 
used. As a matter of record, no evidence was introduced at the trial that 
defendant intended that the printed matter “accompany” the products 
in any sense. On the contrary, the mere fact in one instance that the 
circular was mailed to a dealer (not the consumer ) eighteen months a/ter 
the product was shipped mitigated against such an assumption. The 
goods undoubtedly had been sold and consumed many, many months 
before literature—allegedly describing its ‘‘uses’—was forwarded. 
Were it defendant's intention that the two “accompany” each other, it 
is wholly unreasonable that he wait from 1942 to 1944 to send along 


the literature. 


Again, the majority opinion observes that the printed matter ex- 
plained the uses of the drug and that “nowhere else was the purchaser 
advised how to use them.”” Since most of the products involved were 
vitamins, minerals, and the like, and each was labeled with the informa- 
tion required under the Special Dietary Foods Regulations, the decision 
casts doubt on the adequacy of the label statements required thereunder. 


Also, it is not remiss to point out that, in addition to writing in a 
new crime, the court, as demonstrated by its reference to a committee 
report heading, for example, ‘Report, to accompany S. 2800,” has also 
revised, in effect, the phraseology of the “labeling” definition. In the 
case of the committee report, the expression “to accompany’ implies 
future action, the “to” relating to purpose.** Actually, such a report is 
intended to accompany the designated bill. This, indeed, is precisely 
what the court has read into the statutory provision, amending the phrase 
“accompanying such article’ —with its connotation of immediacy and 
concomitance—to “written, printed, or graphic matter . . . intended 
to accompany such article.” 


22 See Webster’s New International Dic- 
tionary, Second Edition, unabridged 
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Need for Physical Association of Printed Matter and Product 


But these are minor criticisms of the decision. One of the more 
important indictments against it is its vagueness on the point as to 
whether physical association of printed matter and product can wholly 
be dispensed with in subsequent enforcement proceedings. In other 
words, may the government now rely solely on mental association, on 
“textual relationship,’ as a test of accompaniment? When one reviews 
the facts, that appears to be the conclusion. For there seems no doubt 
that the drug shipped in 1942 and the circular in 1944 never were brought 
into physical contiguity. Their sole, almost accidental, connection is 
that at one time or another they were shipped by the consignor to a 


particular dealer. 


It is but a step away from this situation to disregard entirely the 
consignor-dealer element as an unnecessary fiction and claim that any 
false or misleading literature—wherever and whenever sent—misbrands 
all products—wherever and whenever shipped—to which it refers by 
name, confined only by the boundaries of the statute of limitations. It 
seems idle indeed to require “partial” physical accompaniment—‘'‘accom- 
panying such article’ means either physically or textually, and, if the 
latter significance is attributed to the phrase, what need is there of any 
part of the former? 


We do not seem to have arrived at this point yet, however. The 
court in this case, once more ignoring the facts, is obviously treating of 
a particular shipment, a particular piece of literature, and a particular 
group of consumers—in short, a specific transaction with all its corporal 
essentials. 


Yet it remains impossible to overlook the fact that the decision 
logically can only mean that every manufacturer and distributor of food, 
drugs, and cosmetics is confronted with the possibility that should any 
piece of advertising material—going to dealers or to the consumer—be 
considered false or misleading, then he may be criminally charged with 
every shipment of the product made to such consignee, limited only by 
the statute of limitations. For example, if shipments of goods had been 
made weekly to a retailer and the manufacturer is thereafter unlucky 
enough to send a “misleading” circular to the dealer, he is open to 
prosecution for one hundred and fifty shipments! 
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The decision is woefully vague on another, somewhat similar, ques- 
tion. Assuming that the actionable circular is mailed directly to a list 
of prospects, the goods being distributed only through dealers, is the test 
of “accompaniment” the common origin and common destination— which 
does not exist in such a situation—or is it, on the other hand, the design 
“for use in the distribution and sale of the drug,” the ‘textual relation- 
ship,’ which does? It is difficult to hazard a guess on this point. 


Confusion of the Court 


Perhaps the most unfortunate aspect of the decision is the state- 
ment of the majority that labeling is false or misleading ‘‘unless the label- 
ing bears ‘adequate directions for use.'"’ This discloses a lamentable 
misunderstanding, not only of the charges brought~—which were based 
on ‘false or misleading” labeling under Section 502(a) and not inade- 
quate “directions for use’ under Section 502(f)(1)—but also of the 


structure and substance of the Act. 


Actually, the “false or misleading” section and the “directions for 
use’’ provision rest on two entirely different concepts and approaches to 
enforcement. The first is a negative prohibition, the second an affirma- 
tive labeling requirement. The first is judged in terms of consume: 
deception, the second, however, only in terms of adequacy, inaccuracy, 
or omission. Labeling, consequently, is not—as the decision has it~ 
“false or misleading in any particular, unless the labeling bears adequate 
‘directions for use." ‘The two have absolutely no relevancy to each 
other. The court obviously fell into its ambiguity as a result of the 
government's success in beclouding the issues by injecting the “directions 


for use’ concept.’ 


It is true that Section 2.106(a) (1) of the General Regulations states 
that such directions may be inadequate because of the omission of direc- 
tions in all conditions for which the drug is advertised. And that the 
government may enforce this provision where the advertising matter 
mentions a disease condition about whose use the drug's label is silent is 
equally obvious. Thus, in one recent case the court held that where, 
through advertising media, a drug is represented to be a treatment for 
psoriasis, eczema, leg sores, leg ulcers, and athlete's foot, and the label- 


*3 Incidentally, this concept was raised nowhere in the pleadings nor was it pre 
for the first time on appeal, and appears sented for consideration at the trial 
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ing on the drug does not bear adequate directions for use in the treatment 
of these ills, conditions and diseases, it is misbranded in violation of Sec- 
tion 502(f)(1) of the Act.?* In such instances, the ‘directions for use” 
are inadequate—but not false or misleading, the charge in the Kordel 
case. It is, moreover, quite evident that under these cases, the govern- 
ment could have proceeded against Kordel for violation of this section 
and have presented a considerably more logical case. 


It is indeed unfortunate that the government presented a weak case 
of “false or misleading labeling’ when it had available an enforceable 
charge of inadequate directions for use. In doing so, it confused the 
court as to the nature of labeling and invoked the concept of false or 
misleading ‘‘directions” or “‘uses,”’ it forced the court into conjuring up 
a ‘new crime,” it persuaded the court that an “hiatus” existed, when all 
the time it possessed, and overlooked in its pleading, an acceptable, 
established method of proceeding against a drug misbranded because of 
the inadequacy of its directions for use. 


Where a remedy is available without distortion of an Act of Con- 
gress, it seems unnecessary to remark that the Supreme Court should not 
be asked to write in a new crime to take care of a “hiatus” that does 
not exist. 


In conclusion; may I make one observation that has become increas- 
ingly evident in my preparation and argument of the Kordel appeal. As 
lawyers, we are inclined to consider statutory language immutable and 
fixed in significance. Actually, it possesses the fluidity of a living 
organism, changing its mould and meaning from year to year. The 
government recognizes its pliability and skillfully directs it toward its 
objectives. If these goals are not yours or your clients, they can be com- 
batted only by the most exacting presentation of your cases, by a process 
of educating the court as to the fullest implications of its action, and by 
emphasizing to industry that the trial of food and drug causes calls for 
specialized legal and technical training. [ The End] 


*% United States v. Colgrove, DC SD, 150 Packages, etc., “Bush Mulso Tablets,’’ 
Calif., C. D., No. 5992-WM Civil, February etc., DC ED, Mo., E. D., No. 4415, July 
14, 1947, CCH Food Drug Cosmetic Law 11, 1947, CCH Food Drug Cosmetic Law 
Reports § 7046. See also United States v. Reports § 7059. 
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OUR special committee on retail food exemptions from the Fed- 
eral Food, Drug, and Cosmetic Act respectfully submits this 
interim report. 

It is the preliminary understanding and opinion of your committee, 
in view of the opinion of the Supreme Court in Wnited States v. Sullivan 
(332 U. S. 689) and the Miller Amendment (Public Law No. 749, 
Eightieth Congress) to the Act, that: 

1. As to any food, drug, device, or cosmetic that at any time pre- 
viously has been shipped in interstate commerce, the Act prohibits any 
dealer in such article, including local retail dealers, from doing any act 
that results in its being “adulterated” or ‘‘misbranded”’ as defined. 

2. As to adulteration, sanitation of establishments of all such 
dealers is subject to the Act, under the terms of Sections 402(a)(4), 
501(a)(2), and 601(c). (Such dealers may also violate the Act by 
holding such articles for such time, in such manner, or under such con- 
ditions, other than insanitary conditions, as to cause them to deteriorate 
or otherwise become ‘adulterated’ as defined. ) 

3. As to misbranding, food dealers, including local retailers, may 
violate the Act if they 

(a) remove a food bearing or containing artificial flavoring, artificial 
coloring, or chemical preservative from a package bearing the labeling 
required by Section 403(k), for sale without the required labeling; the 
situation is the same if the food was originally unpackaged but bore 
proper labeling; 

(b) remove a food from a package bearing the name and place of 
business of the manufacturer, packer, or distributor and the statement of 
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quantity, both as required by Section 403(e), and repackage the food 
without placing the required labeling on the new package; 


(c) remove a food from a package which bears a label containing 
the name of the food and statement of its ingredients as required by 
Section 403(g) or 403(i), the statement required by Section 403(c) if 
the food is an imitation, the statement, if any, required by Section 403(h) 
if a standard of quality or fill of container has been prescribed for the 
food, and the statement required under Section 403(j) if the food pur- 
ports to be or is represented for special dietary uses, and put any new 
label on the food, whether it is repackaged or not, without repeating on 
the new label the required information; the situation is the same if the 
food was originally unpackaged but bore a proper label; 


(d) put in package form a food received in unpackaged form, 
unless the package is labeled with the name and address of the manu- 
facturer, packer, or distributor and a statement of quantity as required 


by Section 403(e); or 


(e) put a label on any previously unlabeled food, unless the label 
contains the name of the food and statement of its ingredients as re- 
quired by Section 403(g) or 403(i) and, if applicable, information that 
the food is an imitation (Section 403(c) ), a statement of deficient quality 
or fill of container if such standards have been prescribed (Section 
403(h)), and, if the food purports to be or is represented for special 
dietary uses, the information required under Section 403(j). 

The detail in the foregoing analysis of possible misbranding is 
occasioned by the variations in applicability of the labeling subsections 
of the Act. That is, where a food is subject to Section 403(k), the 
requirement that it bear the labeling prescribed by that section is absolute, 
regardless of whether the food is in package form or bears any other 
labeling. Section 403(e), on the other hand, applies only to foods in 
package form, but as to such foods its requirement is absolute, regardless 
of whether they bear any other labeling. And Sections 403(c), 403(g), 
403(h), 403(i), and 403(j) apply only to foods which bear some label 
and not to those which are wholly unlabeled. 


It should be noted that under the view of Mr. Justice Rutledge in 
the Sullivan case, and the maxim de minimis, certain of such violations 
might be regarded as ‘‘technical’”’ violations for which no penalty should 
be imposed. 
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“Labeling,” for purposes of the Act, includes more than labeling 
physically attached to the article. It may also, in particular instances, 
include statements in counter cards, signs, leaflets, and other material 
which supplement or serve the same function as labeling on the article 
itself (Act, Section 201 (m), Kordel v. United States, 93 L. Ed. adv. ops. 
73 [CCH Food Drug Cosmetic Law Reports © 7101], United States v. 
Urbeteit, 93 L. Ed. adv. ops. 79 [CCH Food Drug Cosmetic Law 
Reports © 7102]). Thus, retailers may misbrand an article by state- 
ments in such counter cards, etc., since Section 403(a) provides that a 
food is misbranded ‘If its labeling is false or misleading in any par- 
ticular.” On the other hand, Sections 403(c), (e), (g), (h), (i), and 
(j), affirmatively requiring the various informative statements, refer to 
the “label,”” which, according to Section 201(k), is something on the 
container itself. Section 403(k) says a food is misbranded unless it 
“bears labeling” as required. 

The local retail dealers here referred to may include restaurateurs. 
“Labeling,” for purposes of the Act, presumably would include state- 
ments in menus. Label requirements in question would inciude Sec- 
tion 403(k), and sometimes 403(e), as where the restaurateur may 
repackage crackers, slices of bread, or sugar in glassine or cellophane 
packets. In the latter connection, it is recognized that there may be 
question as to whether such articles served without direct charge are 
held ‘for sale’ within the meaning of the Act, and whether particular 
foods which have been prepared or cooked still are the same “articles” 
for purposes of the Act. 

The foregoing comment on misbranding by tood retailers does not 
undertake to cover details of obvious violations such ‘as false or mislead- 
ing statements; nor does it necessarily cover all possible “‘iechnical” 
violations of the Act which may occur in view of the ruling in the 
Sullivan case and of the Miller Amendment. In the light of considera- 
tion to date, your committee believes that it does cover the more im- 
portant of the occasions for so-called technical violation. 

4. Articles which have at any time previously been shipped in inter- 
state commerce may be seized from any dealer, including a local retailer, 
if they have become “adulterated” or ‘““misbranded”’ as defined. 


5. Under the Act as applied by the ruling in the Sullivan case and 
the Miller Amendment, there are many “technical” violations by retailers 


Report of the Retail Food Exemptions Committee Page 107 








in respect to labeling of foods and in respect to which compliance with 
the present requirements would be unduly costly, impracticable, and a 
severe hardship to such retailers and contrary to the true intent of Con- 
gress and the public interest. 

6. There should be exemptions from the labeling requirements to 
that extent. 

7. Such exemptions can be provided in regulations promulgated 
by the Administrator under Section 701(a) of the Act, authorizing him 
to promulgate regulations for “efficient enforcement.” (The Act con- 
tains certain specific authorizations for exemptions to be prescribed by 
the Administrator. Section 403(e) as to ‘small packages,’ 403(i)(2) 
where compliance “is impracticable, or results in deception or unfair 
competition,’ 403(k) where compliance “‘is impracticable,’ and, as to 
all labeling requirements, “small open containers of fresh fruits and 
fresh vegetables,” but exemptions of more general applicability to the 
various label requirements appear necessary in respect to food retailers. ) 


Your committee has given no consideration to the matter of exemp- 
tion of food retailers from the adulteration provisions of the Act. 


As to misbranding, the following examples will illustrate the types 
of possible violations summarized in item 3 above: 

(a) Stick candy containing artificial coloring is packaged in a box 
bearing the required labeling, including statement of such coloring. The 
retailer breaks the box and sells an unlabeled individual stick. He may 
violate Section 403(k). 

(b) Sugar is received in a barrel bearing the required labeling. 
The retailer weighs some off into plain, unlabeled paper bags, ties them 
with string, and places them on his counter or shelf for sale. He may 
violate Section 403(e). Similarly, fresh fruits or vegetables are received 
in a box or crate bearing the required labeling. The retailer who repacks 
into unlabeled paper bags may violate Section 403(e). If he complies 
with Section 403(e) and puts the name of the packer or distributor on 
the paper bag, he must then also put on the name of the food as required 
by Section 403(i). 

(c) Pickles are received in a cask bearing the required labeling. 
The retailer places them in jars containing a dozen pickles each bearing 
only his name. In addition to Section 403(e)(2), requiring statement 
of quantity, and possibly 403(k), he may violate Section 403(i). 
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(d) A carcass of meat is received unpackaged. The retailer pack- 
ages cuts in plain, unlabeled paper. He may violate Section 403(e). 
(The effect of 21 U. S. C. Section 321(b), providing (emphasis sup- 
plied) that “The word ‘package’ where it occurs in this chapter shall 
include and shall be construed to include wrapped meats inclosed in 
papers or other materials as prepared by the manufacturers thereof for 
sale,’’ has not been determined; neither has the effect, if any, of the Sec- 
tion 902(b) exemption referring to the Federal Meat Inspection Act). 


(e) Or he wraps them in paper bearing his name. In addition to 
Section 403(e) (2), requiring statement of quantity, he may violate Sec- 
tion 403(i). These are merely illustrations. 


If these applications of the Act seem far-fetched or absurd, your 
committee suggests that there should not be undue concern on the part 
of retailers and their counsel. The Food and Drug Administration, 
while it will insist upon compliance with the Act to the extent it con- 
siders proper, appears to have no desire to enforce the requirements 
unrealistically. 

The Administration has made a comprehensive survey of packaging 
and labeling practices and facilities in 517 representative retail outlets, 
which has been reviewed tentatively with your committee, and is making 
the complete data available for joint study. The Administration's survey 
showed a close correlation with surveys undertaken by members of your 
committee as to the classes of foods constituting the bulk of the retailer's 
problems under the Sullivan decision. Your committee contemplates 
further meetings with representatives of the Food and Drug Administra- 
tion. Representatives of the Administration have indicated that they 
anticipate that the formulation of any proposals will require study over 
some considerable time. 

Members of your committee have had exploratory conferences with 
some representatives of food wholesalers and retailers as weil as with 
the Administration. The Committee invites information and suggestions 


from all concerned. 
Respectfully submitted, 


NEWELL W. ELLISON 

Tyre TAYLOR 

WILLIAM A. QuINLAN, Chairman 
January 25, 1949 
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Faces 
PROGRESS OF PRODUCT LIABILITY LAW IN 1948 


COUNSEL, PILLSBURY MILLS, INC. 





NCE AGAIN it is a very great pleasure and privilege to 
participate in these important and now historically significant 
meetings of the Section on Food, Drug and Cosmetic Law of the 

New York State Bar Association. 

I can not let this occasion pass without commenting upon the critical 
problem referred to by the Chairman, Mr. Dunn, and so ably discussed 
in the splendid papers of Mr. C. W. Crawford and Mr. James M. Best. 
This problem is the current attempt to emasculate the Federal Food, 
Drug, and Cosmetic Act by crippling amendments. We, as lawyers for 
these three all-important consumer serving industries, are challenged to 
see to it that this attempt at such emasculation does not succeed. Our 
success in business depends upon and stems from the quality, integrity, 
and purity of our products. As a practicing lawyer in the field of the 
food law particularly, I wish to say that my Company is unalterably 
opposed to and will vigorously continue to combat such amendments. 


We are all most fortunate in having a law which so effectively pro- 
tects us as manufacturers, our customers, and the public, and which is so 
fairly and competently administered by a group of the most reasonable, 
conscientious, and understanding public servants—The Food and Drug 
Administration—that I have dealt with in Washington and throughout 
the country. They have set, and are now setting, a high standard of 
governmental administration which other Federal agencies could well 
emulate. We should all unite in an effective workmanlike effort to defeat 
these currently attempted crippling amendments to the Federal Food, 
Drug, and Cosmetic Act, especially when the attempt is, in part, led by 
the kind of leadership with which I am partially, at least, acquainted. It 
is inspired by reason of court convictions and sentences after the defend- 
ants involved were treated fairly and given every opportunity by the 
_ Officials of the Food and Drug Administration to avoid the final results. 
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Increased Number of Cases 


Since our last meeting, the number of product liability cases reported 
in the Digests and Services has increased slightly. No decisions of 
significant importance, however, have been reported. 

I have suggested here before that a change in the economic situation 
would bring an increase in Food, Drug, and Cosmetic claims and law- 
suits. If the experience of my Company, during the latter part of 1948, 
is typical, we may have turned the corner already. We have received a 
very noticeable and appreciable increase in the number of claims during 
the past four months. We were recently sued in a product liability case, 
our first such lawsuit since 1941. This suit is, in our opinion, without 
merit and, according to our investigation, has no more factual or legal 
basis than numerous others which we successfully defended before 
World War II. 

The trend noted last year in the increased number of bottled bev- 
erage explosion and foreign substance cases continues and is more pro- 
nounced than a year ago. 


The following is a summary of the cases reported during 1948: 


Explosion of bottled beverages 1] 
Explosion of coffee jar l 
Beverages containing foreign substances 7 
Canned vegetables containing glass | 
Unfit meat 
Food poisoning from pie 2 
Injury from a defective container l 
Injury from a cosmetic box l 
Injury from hair cream l 
Injury from a hair lacquer | 
Death alleged from a drug product l 


An interesting case in pleading is the case of Owens Illinois Glass 
Company v. Bresnahan, et al. (Massachusetts case) April 29, 1948 
[CCH Food Drug Cosmetic Law Reports € 22,142], involving a bill for 
discovery of bottle fragments in the hands of the complainant. The 
appellate court held that the bill was a proper one and that the trial 
court had jurisdiction. 

The continued increase in the number of bottle explosion cases and 
in beverage foreign substance cases again suggests that less care is being 
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used in the manufacture or filling of bottled beverages. On the other 
hand, however, increased beverage consumption and claims without 
merit, stimulated by more difficult economic circumstances, may partially 
account for this increase. Time will tell. 

The wide geographical distribution of the cases reported this past 
year is parallel to that indicated a year ago. 

The trend toward more extensive attempted and successful appli- 
cation of the doctrine of res ipsa loquitur continues. 

The following is a detailed list of the cases referred to above and 
reported since last year’s meeting: 


Bottle Explosion Cases 

Howard v. Lowell Coca-Cola Bottling Company (Massachusetts) March 3, 1948 
[CCH Food Drug Cosmetic Law Reports @ 22,135}. 

Goldberg v. Ballantine & Sons (New York) February 2, 1948 [CCH Food Drug 
Cosmetic Law Reports @ 22,130]. 

Soter v. Griesedieck Western Brewery Company (Oklahoma) May 4, 1948 [CCH 
Food Drug Cosmetic Law Reports © 22,138]. 

Holland v. Coca-Cola Bottling Company of Arkansas (Arkansas) June 21, 1948 
[CCH Food Drug Cosmetic Law Reports @ 22,147]. 

Saglimbeni, et al. v. West End Brewing Company (New York) July 7, 1948 [CCH 
Food Drug Cosmetic Law Reports @ 22,148]. 

Hoffing v. Coca-Cola Bottling Company (California) September 2, 1948 [CCH Food 
Drug Cosmetic Law Reports @ 22,150]. 

Gordon v. Aztec Brewing Company (California) July 14, 1948 [CCH Food Drug 
Cosmetic Law Reports @ 22,151]. 

Canada Dry Ginger Ale, Inc. v. Fisher (Oklahoma) October 19, 1948 [CCH Food 
Drug Cosmetic Law Reports Q 22,154]. 

Stephens v. Coca-Cola Bottling Company of St. Louis (Missouri) November 16, 1948 
[CCH Food Drug Cosmetic Law Reports @ 22,156]. 

Roper v. Dad's Root Beer Co. (Illinois) December 13 and 27, 1948 [CCH Food 
Drug Cosmetic Law Reports © 22,159}. 

Poulos v. Coca-Cola Bottling Company (Massachusetts) February 5, 1948 [CCH 
Food Drug Cosmetic Law Reports © 22,131]. 


Explosion of Coffee Jar 
Dillon v. Scull Company (Pennsylvania) June 18, 1948 [CCH Food Drug Cosmetic 
Law Reports © 22,155]. 


Foreign Substance Beverage Cases 
Harbin, et al. v. Weigel & Sons, et al. (Tennessee) November 24, 1947 [CCH Food 
Drug Cosmetic Law Reports @ 22,129}. 
Welsh v. Gibbons, et al. (South Carolina) January 21, 1948 [CCH Food Drug Cos- 
metic Law Reports @ 22,134]. 
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Stewart v. Natchitoches Coca-Cola Bottling Company (Louisiana) March 8, 1948 
[CCH Food Drug Cosmetic Law Reports 4 22,136]. 

Norman v. Jefferson City Coca-Cola Bottling Company (Missouri) May 10, 1948 
[CCH Food Drug Cosmetic Law Reports @ 22,139]. 

Amarillo Coca-Cola Bottling Company v. Loudder, et al. (Texas) December 8, 1947 
{CCH Food Drug Cosmetic Law Reports @ 22,144]. 

Foley v. Coca-Cola Bottling Company of St. Louis (Missouri) December 17, 1948 
[CCH Food Drug Cosmetic Law Reports @ 22,157}. 

Murray v. Ballantine & Sons (Rhode Island) December 31, 1948 [CCH Food Drug 
Cosmetic Law Reports @ 22,158]. 

Canned Vegetables Containing Glass 

Whitson Food Products Company v. McClung (Texas) November 7, 1947 [CCH 

Food Drug Cosmetic Law Reports @ 22,137}. 
Unfit Meat 

Huler, et al. v. Nasser, et al. (Michigan) September 8, 1948 [CCH Food Drug Cos- 

metic Law Reports @ 22,149]. 
Food Poisoning From Pie 

Jones, ef al. v. Mercer Pie Company (Tennessee) May 13, 1948 [CCH Food Drug 
Cosmetic Law Reports © 22,140]. Certiorari denied and rehearing denied October 
16, 1948 [CCH Food Drug Cosmetic Law Reports © 22,152]. 

Criswell Baking Company v. Milligan (Georgia) October 14, 1948 [CCH Food Drug 
Cosmetic Law Reports € 22,153]. 

Injury from Defective Container 

Kirchick v. Silverman (New York, 119 N. Y. Law Journal 75) January 7, 1948 [CCH 

Food Drug Cosmetic Law Reports @ 22,128]. 


Injury from Cosmetic Box 
Poplar, et al. v. Bourjois, Inc. et al. (New York) June 11, 1948 [CCH Food Drug 
Cosmetic Law Reports @ 22,146]. 
Injury Alleged from Hair Cream 
Cooper v. Kolar, et al. (Illinois—U. S. Dist. Ct.) February 9, 1948 [CCH Food Drug 
Cosmetic Law Reports @ 22,132]. 
Injury from Hair Lacquer 
Collins v. Selighman & Latz (Florida) June 8, 1948 [CCH Food Drug Cosmetic Law 
Reports @ 22,145]. 
Death Alleged from a Drug Product 
Marcus v. Specific Pharmaceuticals, Inc. (New York) 119 N. Y. Law Journal 565, 
February 13, 1948 [CCH Food Drug Cosmetic Law Reports @ 22,133}. 
I recommend to you again both of the outstanding Commerce Clear- 
ing House publications in this field of the law— Food Drug Cosmetic Law 
(Continued on page 160.) 
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_ _——_—— ...... Resolutions 


RESOLUTIONS UNANIMOUSLY ADOPTED BY THE SECTION 

ON Foop, Druc AND Cosmetic LAW OF THE New York 

State Bar ASSOCIATION, AT ITS FourTH ANNUAL MEETING 

ON JANUARY 27, 1949 

Resolved that the Section concurs in the resolution by the Committee on 
Food, Drug and Cosmetic Law in the Administrative Law Section of 
the American Bar Association, that Schools of Law provide appropriate 
instruction on this law, especially at a postgraduate level, and also 
constructive research in it. 


Resolved that the Section joins the Committee on Food, Drug and 
Cosmetic Law in the Administrative Law Section of the American Bar 
Association, in strongly condemning the proposed “Moore’’ Amendment 
to the Federal Food, Drug, and Cosmetic Act. For such an amendment 
would limit a criminal enforcement of this Act to violations which are 
willful (that is, intentional) or result from gross (that is, intentional 
or reckless) negligence; and therefore it would basically impair the 
essential protective value of this Act. 

Resolved that the Section recommends an adequate appropriation to 
administer the Federal Food, Drug, and Cosmetic Act in the next 
fiscal year. 

Re: Food Standards Law of Federal Food, Drug, and Cosmetic Act 
Whereas, in the development of new ingredients or in the adaptation 
of known ingredients to a standardized food product, product and com- 
mercial testing in interstate commerce are required; and 


Whereas, it is deemed in the best interest of consumers that the estab- 
lishment of standards do not obstruct or prevent the improvement of 
standardized foods; 

Therefore, Be It Resolved, that this Section recommends the promul- 
gation of a regulation providing that, upon application by a food manu- 
facturer to the Food and Drug Administration, the manufacturer shall 
be granted a reasonable period of time under the circumstances, which 
period may be extended from time to time, for the use of new ingredients 
or the adaptation of known ingredients in such standardized food. 
if in the judgment of the Food and Drug Administration such use will 
not be harmful. [The End | 
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The Division of Litigation 
of the Food and Drug Administration 


BASIC EVIDENCE OF VIOLATIONS IS ACQUIRED PRIMARILY 
BY INSPECTORS AND ANALYSTS ATTACHED TO THE 16 FIELD 
DISTRICTS, SUPPLEMENTED BY STAFF DIVISIONS IN WASH- 
INGTON THAT CARRY OUT COMPLEX LABORATORY STUDIES 


By JOHN L. HARVEY 





Food and Drug Administration was grouped in three Food and 

Drug inspection districts. These were designated as Eastern, 
Central, and Western and comprised respectively the Atlantic Coast 
States, the Mississippi Valley States, and the Rocky Mountain and 
Pacific Coast States. Each of these districts was under an administra- 
tive head known as a district chief, who was the immediate representative 
of the Administration in the field. When these field districts were estab- 
lished, it was essential that a district chief, representing the head of the 
Administration, be in charge of these areas because transportation and 
communication were far more time-consuming than at present. Improve- 
ment in the speed of communication through telephone and teletype 
service and the advantage of generally available air transportation now 
have made it possible for administrative officers in Washington to deal 
directly with the various field offices throughout the country and have 
rendered it unnecessary to continue the three administrative field dis- 
trict headquarters. 


\ROM 1914 until the summer of 1948, the field organization of the 


In the reorganization of October 1, 1948,’ which resulted in the dis- 
continuance of the three district field offices, it became necessary to give 
profound study to all of the functions which had been carried out in the 
field district organizations in order that those duties and responsibilities 
which could be more effectively discharged in the field could be assigned 

4 See “Reorganization of the Field Serv- 3 Food Drug Cosmetic Law Quarterly 


ice of the Food and Drug Administration’’ (1948) 485. 
by C. W. Crawford, Deputy Commissioner: 
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JouHN L. HARVEY 
Director of Litigation 
Food and Drug Administration 


to the 16 field offices, formerly designated as stations, now called dis- 
tricts. At the same time, it was necessary to assign certain of the 
functions formerly carried out in the three field district offices to adminis- 
trative headquarters in Washington. 


Acquisition of Evidence of Violations 


Among the responsibilities of the former district chiefs was that of 
supervision of the preparation and development of evidence for presenta- 
tion in court and responsibility for adequacy and effectiveness of fact 
evidence. The Food and Drug Administration is a regulatory agency 
and, as such, is responsible for the enforcement of five Federal laws, of 
which the Food, Drug, and Cosmetic Act of June 25, 1938, is by far the 
most important. The legal sanctions employed in enforcement are 
seizure of adulterated or misbranded commodities, which are in interstate 
jurisdiction, through a process of civil libel filed in the district court, 
criminal prosecution of offending manufacturers and shippers by process 
of information or indictment through the Federal district courts through- 
out the country, and injunction in the same courts to restrain continuation 
of violation by manufacturers, distributors, and dealers. 


Basic evidence of violations is acquired primarily by inspectors and 
analysts attached to the 16 field districts which have headquarters in key 
cities throughout the country. Their operations are supplemented by 
staff divisions in Washington manned by highly specialized investigators 
who develop and devise new analytical methods and carry out complex 
laboratory studies of a type that cannot be undertaken in field units 
because of lack of specialized equipment and facilities. 
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Under the Federal Food, Drug, and Cosmetic Act, the Food and 
Drug Administration is responsible for the purity, safety, and proper 
labeling of the foods, drugs, cosmetics, and therapeutic devices used by 
150 million people in the United States. The Administration is re- 
sponsible both for interstate shipments of such commodities and for 
supervision over the same commodities when imported into the United 
States. To obtain the greatest consumer protection in so large a field 
with the limited appropriations available necessitates the most careful 
and far-sighted planning under the objective of ‘‘first things first.’ It is 
highly important to guarantee as nearly as is possible exactly uniform 
enforcement covering all manufacturers and importers throughout the 
country. 

Creation of the Division of Litigation 


Prior to the reorganization of October 1, 1948, administrative 
officers in Washington, attached to the Commissioner's Office, estab- 
lished enforcement policies of long-range programs of work in the en- 
forcement field. They maintained contacts through district chiefs with 
operation activities of the field stations. They directed the necessary 
field investigations designed to collect evidence of violations for ultimate 
reference to the Office of the General Counsel, to be transmitted by that 
office through the Department of Justice to the various District Attorneys 
for the institution of legal actions. With the elimination of the three 
field district headquarters, it became necessary to departmentalize ad- 
ministrative functions at Washington headquarters and to provide for 
over-all supervision of operations along functional lines. 


To this end, there was created, among others, the Division of Litiga- 
tion. Briefly stated, it is the duty of this Division to direct and supervise 
the collection of factual evidence in preparation for trial of seizures, 
prosecutions, and injunction proceedings. This Division plans, initiates, 
and directs the development of evidence leading to precedent-establishing 
court contests designed to test and interpret the law. 


It is important to understand the clear distinction between the duties 
of the attorneys who handle such cases in their final stages and the 
work of the personnel of the Food and Drug Administration, and specifi- 
cally of the Division of Litigation, which collects and appraises the 
factual evidence. The Office of the General Counsel, Food and Drug 
Division, receives the evidence for processing from the legal standpoint 
and for reference to the Department of Justice and eventually to the 
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United States attorney for filing. The Division of Litigation undertakes 
long-range planning of individual cases which may involve months of 
intricate investigational work before sufficient evidence is collected to 
make a case that will stand the test in court. 


Directional Duties of the Division 


Broadly speaking, there are two types of cases which may be 
developed under the Food, Drug, and Cosmetic Act. In the first group, 
the collection and development of the evidence is relatively simple be- 
cause it follows patterns based upon well-established precedents, and, 
even though this may be time-consuming and involve a high degree of 
specialized scientific and professional effort, it, nevertheless, requires 
relatively little detailed planning of each individual case and does not 
involve specialized direction and supervision by the Division of Litiga- 
tion. Cases in this group are those that arise in the execution of the 
operational plans designed by the Division of Program Research and 
carried out under the direction of the Division of Field Operations. The 
specialized consideration given to such cases by the Division of Litiga- 
tion is essentially that contributed in the development of the work plans 
established by the Division of Program Research so that the planning 
is on a basis of large groups of cases having similar facts rather than 
individualized planning on each case. Cases in this group are developed 
and carried forward after plans are established with no direct supervi- 
sion from the Division of Litigation, and they become of concern to the 
Division only when they reach a stage of contest in court as evidenced 
by the filing of a denial on the part of the claimants in the case of a 
seizure, or a plea of not guilty upon arraignment in criminal cases. 
When cases which arise out of the regular program of work reach a stage 
where litigation is definitely indicated, it is the responsibility of the Divi- 
sion to appraise the evidence and to assume direction of its final prepara- 
tion for its presentation in court by the United States attorney. In the 
majority of cases involving petitions for injunction, prior consideration 
is given by the Division, since the background of experience and estab- 
lished precedent in this particular type of legal remedy has not been so 
abundantly developed throughout the Administration as in the case of 


seizures and prosecutions. 
The second category of cases with which the Division of Litigation 
is concerned involves the complex precedent-making type of law viola- 
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tion in which the offender has sought to evade the law by various subter- 
fuges, frequently with legal advice. This category also includes cases 
based upon hitherto untested concepts or interpretations of the law. To 
deal with these types of offenses, the Division of Litigation devises 
special plans for long-range, intricate investigations. Such plans are for 
individual cases as distinguished from the plans of the Division of Pro- 
gram Research which deal with classes of commodities. An example of 
the intricate and specialized cases planned and directed by the Division 
of Litigation would be one involving the manufacture and interstate dis- 
tribution of products intended for self-medication which are exploited 
through false and extravagant representations contained in printed 
matter which is not distributed in interstate commerce simultaneously or 
in the same shipments with the drug items. The planning and direction 
of such investigations involve application of the court decisions which 
are pertinent or controlling, and exhaustive exploration of the facts to 
determine not only precisely how the printed material is developed and 
used in connection with the distribution of the merchandise, but also 
(in many cases) the background and history of the individuals who are 
responsible for the development and promotion of the articles. Such 
investigations frequently involve inquiry of testimonial writers and other 
users who may be classified as satisfied or dissatisfied users. Investiga- 
tion of these sources of evidence leads to further inquiry into the facts 
regarding the illness and treatment of such individuals by contacting 
physicians, hospitals, and other sources of information. In preparing 
the evidence for trial, it is necessary to tie together numerous cases of 
individual users with physicians who can testify as to their particular 
ailments and as to the effect of their use of the product. In some cases, 
while such investigations are being carried out, it may be necessary to 
plan and arrange through the Division of Medicine for clinical studies 
designed to get at the precise facts and place the therapeutic claims on 
a basis of factual evidence removed from the realm of expert opinion. 
Finally, all factual information obtained must be brought together, 
analyzed, and appraised and set up in such form as to be available for 
use by the United States attorney and such legal advisors as may be 
assigned to him on his request from the Office of the General Counsel. 


It is the responsibility of the Division of Litigation to arrange for 
the appearance of all witnesses and to advise the United States attorney 


The Division of Litigation Page 119 





as to those which appear under subpoena and those which must be 
furnished at the expense of the Food and Drug Administration. 


In cases where judicial decisions made are adverse to the position 
of the government, the Division of Litigation gives such decisions ad- 
ministrative review and recommends to the Commissioner or to the Gen- 
eral Counsel an administrative decision with regard to appeal. Review 
from the standpoint of the law in such decisions is made by the attorneys 
of the Office of the General Counsel and those of the Department of 
Justice. The Division of Litigation assists the lawyers in every possible 
way in connection with the facts, but relies entirely upon the attorneys 
for counsel and decision on questions of law. 


In cases not instituted by the Administration, where employees may 
be called on to testify, the Director of Litigation is authorized to deter- 
mine the position of the Administration and to make findings of fact and 
issue authorization with regard to the revealing of information obtained 
in official work for use in private litigation and the settlement of claims. 


In carrying out its obligations, officers of the Division of Litigation 
personally supervise investigations on every phase of the collection and 
appraisal of factual evidence. This frequently includes serving as 
technical advisors on the facts to the United States attorney at the trial. 
The duties of the Division, however, are primarily directional rather than 
operational, and, in most cases, the actual investigations are carried on 
by the inspectors and analysts of the field districts as directed and guided 
by the Division of Litigation. The Division of Litigation deals with the 
facts; the Office of the General Counsel deals with the law. [The End] 


a 
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Jivision of Field Operations 
ie Food and Drug Administration 


THE DIVISION OF FIELD OPERATIONS ASSISTS THE 
FIELD INSPECTION DISTRICTS IN RECRUITING, 
TRAINING, AND DEVELOPING PERSONNEL TO MEET 
SPECIALIZED NEEDS FOR ENFORCING THE FDC ACT 





By ALLAN E. RAYFIELD 





Drug Administration opened a new chapter in the history of the 

enforcement activities of the Food and Drug Administration. The 
reorganization was designed for a greater delegation of authority to 
the field for handling the volume of detail work formerly performed 
by the three district field offices located at Chicago, New York, and 
San Francisco. Those supervisory duties and responsibilities having to 
do with the establishment, maintenance, and supervision of a coherent, 
trained, and equipped field force, formerly applied on a geographical 
basis by the old district offices, have been brought together in Wash- 
ington on a functional basis in the Division of Field Operations. 


Te: REORGANIZATION of the field service of the Food and 


Functions of the Division of Field Operations 


To achieve this objective, there is the need for designing the skills, 
tools, and materials to convert the Food and Drug Administration's 
policies and programs into realities. Broadly, the Division of Field 
Operations assists the field inspection districts in recruiting, training, 
and developing the personnel to meet the specialized needs for enforcing 
the Food, Drug, and Cosmetic Act and related acts. It makes sure each 
field inspection district is an efficient unit operating within the frame- 
work of the program and policies of the Administration and in harmony 
with other field inspection districts. It assists in acquiring and designing 
inspectional and laboratory space and equipment, supplies guidance and 
direction in the development and execution of inspectional and laboratory 
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procedures, guarantees accurate, precise performance throughout the 
field service, and insures unbiased, uniform consideration of problems 
wherever they occur. 


Personnel Administration 


Personnel administration is a vital factor in the conduct of the Food 
and Drug Administration. There are approximately 500 professional 
chemists and inspectors in the field inspection districts. Vacancies in the 
ranks are continuously occurring by reason of promotions, resignations, 
and retirements. The skilled inspector or analyst is developed through 
intensive training of individuals with scholastic training in one of the 
sciences relating to food and drug operations. Consumers seldom meet 
those employed by the Food and Drug Administration to protect their 
food and drug supply. On the other hand, industry is in closer touch 
with the field forces through inspections and investigations. The track- 
ing down of blind spots in production or faulty controls that cause viola- 
tions is not done by pure chance. It is the returns being harvested by 
consumers and industry from the care and study spent in selecting, train- 
ing, and equipping the field personnel. It follows that the recruitment 
of properly trained personnel for vacancies is a most important function. 
While the actual process of recruitment is handled by representatives of 
the field inspection districts, the Division of Field Operations gives con- 
sideration to the maintenance of high standards in the recruitment pro- 
gram which will assure the acquisition of new appointees capable of 
developing into able and efficient food and drug officers. Following 
recruitment, there is a testing and training program for each professional 
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employee of the field. The training programs are under the direct super- 
vision of a chief chemist and a chief inspector of the Division of Field 
Operations. These supervisors have formulated training plans which 
are designed to test newcomers during their first year of service. Those 
who are selected during the testing program are given a semi-formal 
training program lasting for a period of years and becoming less formal 
as time goes on. Throughout this training period, the Division of Field 
Operations keeps in close contact with the development of each employee 
and attempts to measure as objectively as possible the adequacy of 
the training received by each and the acceptability of the employee's 
response. 


Upon occasion, special training schools are held in some central 
location for the purpose of giving advanced instruction in a special phase 
of the work. 


Field administrative personnel are brought into Washington for 
temporary assignment in the Division of Field Operations so that they 
may contribute their ideas for the improvement of regulatory work and 
gain a broad picture of the enforcement of the Food, Drug, and Cosmetic 


Act. 


Maintenance of Laboratories and Equipment 


Thumbing through any laboratory equipment catalogue will impress 
one with the numerous kinds and types of available laboratory apparatus. 
The 16 District and 3 field inspection laboratories outside of the special- 
ized technical laboratories in Washington must be equipped to measure 
accurately the quality of foods, drugs, and cosmetics produced in their 
area. As new analytical methods are developed, new apparatus must 
be acquired. As new production methods are devised and new products 
reach the market, new tools must be planned and proven as accurate 
instruments for reporting facts. In the purchase of equipment, the Divi- 
sion of Field Operations attempts, wherever it is possible without 
hampering progress, to standardize laboratory and inspectional tools so 
that the most serviceable equipment for a given job will be made available 
throughout the field. Standardization of tools and technical procedure 
further guarantees to the consuming public and industry consistent uni- 
form appraisal of the quality of food, drug, and cosmetic products, 
regardless of origin. 
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At the present time, the adequacy of laboratory space and equip- 
ment in the various field districts is being given intensive study. Such 
matters as the full utilization of available space in laboratories and the 
design and equipment of a laboratory trailer for specialized surveys are 
occupying a portion of this Division's time. The problem of insuring the 
authenticity of evidence is receiving continuous study so that newer 
products as they appear will be handled with the same care as older 
standard commodities. For example, the recent increase in frozen food 
production has necessitated careful consideration of proper methods of 
collecting and preserving frozen food samples. 


A rather routine, but nevertheless essential, element of the Divi- 
sion’s work is concerned with the maintenance of expensive tools already 
in use. Automobiles, cameras, ultra violet lights, specialized sampling 
tools, miscroscopes, analytical balances, pH meters, and other precision 
instruments demand constant care and attention. It is the goal of the 
Division of Field Operations to insure the exercise of such care in the 
use, repair, and storage of equipment as will guarantee the maximum 
value from each dollar expended by the government in equipping this 
Administration. 


Development of Analytical and Inspection Methods 


There are many technical problems involved in determining whether 
a food, drug, or cosmetic article meets the requirements of the Act. 
These become more numerous and difficult in the march of our modern 
machine civilization. Investigational techniques used yesterday are out 
of date today, for production methods have been changed, and often- 
times by-products have replaced the original production goal. There- 
fore, ways and means must be constantly developed to keep step with 
these advances. The development of food and drug enforcement pro- 
cedures may be divided into two parts. The first is basic research and 
specialized investigations carried on in technical laboratories in Wash- 
ington under the supervision of the chiefs of the technical divisions. 
The other is the development by the field forces of new or improved 
methods and techniques for inspection and laboratory operations. This 
latter phase is one in which the Division of Field Operations is vitally 
concerned. Representatives of this Division travel extensively through- 
out the United States studying enforcement operations now in effect, 
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disseminating improved methods in use at any one point, and encourag- 
ing properly qualified field representatives to engage in special studies or 
experiments designed to yield more valuable procedures for the future. 
The development of newer analytical and inspectional methods is super- 
vised by the Division of Field Operations, and a free dissemination of 
ideas throughout the field forces is encouraged. 


There are many problems facing industry as well as the regulatory 
officer requiring, first, the development of investigational skills to uncover 
the basis of the problem and, secondly, an understanding or evaluation 
of the facts developed. Many of the inspectional and analytical tech- 
niques now employed are the result of training that has been afforded 
the field forces by industry. Critical points in manufacturing procedures 
and plant controls are considered, and the conclusions are applied not 
only to protect the consumer, but to assist the manufacturer in avoiding 
any production hazards thus revealed. The Division of Field Opera- 
tions is accelerating the program of detailed comprehensive inspections 
to detect potential errors and mix-ups, particularly in drug manufactur- 
ing establishments. We plan to extend the principle of sitting down 
with management at the end of the inspection and frankly discussing the 
factors which in our opinion may cause trouble. We hope by this pro- 
cedure increasingly to prevent violations of the law rather than to dis- 
cover them after illegal merchandise has been shipped. 


Coordination Between the Districts and the Washington Divisions 


A major function of the Division of Field Operations is the coordina- 
tion of work between districts themselves and between districts and the 
Washington divisions. This involves the designation of those field 
officers who will perform the major work in any regulatory program, the 
standardization of regulatory activities such as sanitary inspections so 
that the same yardstick will be used to measure the conditions of a flour 
mill in Oregon as in New York or Missouri, and the temporary shifting 
of personnel where unexpected work loads place extraordinary man- 
power requirements upon the field. 


This Division will monitor nation-wide work during emergencies, 
such as floods and other national disasters, drug recall programs, or 
other investigations having a national scope. Coverage of large food 
and drug plants located in several field districts is being coordinated 
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and placed into effect by the Division of Field Operations so that these 
large firms will receive the same type of coverage at each of their plants, 
and, at the same time, smaller firms having only one or two manufactur- 
ing units will receive identical coverage. Put in another way, this means 
the further promotion of the Administration objective of fair standards 
of performance. The field forces are seeking the answer to one question: 
Is the Food, Drug, and Cosmetic Act being complied with? 


Finally, to make more realistic the objective of ‘‘first things first,” 
it is the aim of the Division of Field Operations to act as an arm of the 
field assigned to Washington to bring to the attention of the Commis- 
sioner the views of the field forces and of the industries which they regu- 
late with regard to policy decisions already formulated or being prepared, 
so that these decisions will reflect accurately the needs of the consumers 
throughout the United States. This assembly at one point of pertinent 
facts. together with their comprehensive analysis, is designed to disclose 
further ways of protecting the consumer and assisting manufacturers to 
avoid violations of the law. [ The End | 


NOTICES OF JUDGMENT 


The Federal Security Agency has issued 
the following Notices of Judgment under the 
Federal Food, Drug, and Cosmetic Act: Foods 
Nos. 12601-12800 and 12801-13000, issued 
February 1949; Drugs and Devices Nos. 2251- 
2300, issued December 1948, and 2301-2350, 
issued February 1949; and Cosmetics Nos. 
147-160, issued February 1949. 
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The Division of Program Research 
of the Food and Drug Administration 


THE DIVISION EVALUATES THE NUMBER AND SIZE 
OF THE INDUSTRIES AND ANTICIPATES THE 
SERIOUSNESS OF VIOLATIONS IN EACH INDUSTRY 


By J. O. CLARKE 





contains a statement issued by C. W. Crawford, Deputy Com- 

missioner of Food and Drugs, on the reorganization of the field 
services of the Food and Drug Administration. An announcement was 
made of the abandonment of the old ‘“‘district’’ system of operation 
wherein field stations in three geographical areas operated under the 
immediate supervision of three district chiefs located in New York, 
Chicago, and San Francisco. Some of the functions formerly delegated 
to the old districts were reassigned to the 16 field stations, now officially 
designated as ‘‘districts,” while others were lodged in three new divi- 
sions established in Washington to control and direct field operations on 
a functional rather than a geographical basis. These three new divi- 
sions, namely, Division of Program Research, Division of Field Opera- 
tions, and Division of Litigation, are expected to contribute materially to 
a higher degree of efficiency within the Food and Drug Administration 
by better planning, uniformity of operations, and preparation of litiga- 
tion. This article is confined to an explanation of the functions of the 
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Division of Program Research. 


Function of the Division of Program Research 


The organizational chart of the Food and Drug Administration 
issued by the Federal Security Agency September 10, 1948, places the 
Division of Program Research as one of the divisions of the Food and 
Drug Administration reporting directly to the Commissioner of Food 


The Division of Program Research 





J. O. CLARKE 
Director of Program Research 
Food and Drug Administration 





and Drugs and to the Deputy Commissioner. The function of the Divi- 
sion is defined as follows: 

Compiles, analyzes, and evaluates information concerning the type, number, and 
importance of food, drug, and cosmetic industries throughout the country, the extent 
of violations found, and their significance in relation to the public health and well-being. 
Draws up plans which assign priorities to, and specify the extent of enforcement action 
to be taken against each type of violations. 

The above-quoted function can be broken down into two broad 
divisions, the purpose of each being to establish a uniform level of 
enforcement activities in the 16 field districts of the Food and Drug 
Administration, and to bring about the highest possible degree of 
efficiency in the field districts. These two broad purposes are: 


1. The preparation of project work plans to guide the activities of 
the 16 districts. 


2. The proper distribution of manpower in each of the 16 districts. 


Development of Field Work Plans 


Well-formulated work plans should promote efficiency in any 
organization. In an organization such as the Food and Drug Adminis- 
tration, where there is far more essential work to be done than man- 
power to do the work, this is particularly true. There are many factors 
which must be evaluated in setting up an effective work plan for the 
16 field districts of the Food and Drug Administration. Among the 
more important are the number and size of industries producing foods, 
drugs, and cosmetics within the districts’ territories and the incidence 
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and seriousness of violations anticipated in each industry. For instance, 
less attention will need to be given to a large industry that may indulge 
to a limited extent in some type of minor violation than may be required 
by a comparatively small industry suspected of adulterating foods with 
poisonous ingredients. Thus, the size of the industry, although an im- 
portant factor, must be considered along with the seriousness of the vio- 
lations anticipated, and the proportion of the industry involved in such 
violations. 


Adequate scientific and technical information is available to the 
Food and Drug Administration to deal with a very large number of 
different types of violations encountered for many different commodities. 
Scientific and technical information is lacking, however, in many im- 
portant fields. While much of this information is constantly being 
developed by the Washington scientific divisions of the Food and Drug 
Administration, it is often necessary and desirable for the field districts 
to develop or assist in the development of needed scientific and technical 
information. Well-formulated work plans governing the development 
of such information by the 16 districts are most important, and plans of 
this nature will be carefully prepared by the Division of Program 
Research. 


There are many other technical and complex factors which must 
be considered in the development of field work plans. While a full dis- 
cussion of each of these factors is not possible in this limited paper, some 
of the more important of these factors are: 


1. Consumer attitude toward anticipated violations. 


2. Periods of peak production, seasons when violations are most 
likely to occur, and the effect of adverse weather conditions on the out- 
put of food manufacturing establishments. 


3. The effectiveness of work done by local and state authorities. 


4. The efforts of an industry to educate and police itself. 


The last-mentioned factor is very important since many food, drug, 
and cosmetic industries are doing very effective work in education and 
in their attempts to police their own activities. Such industries, fre- 
quently through their trade associations, have been responsible for much 
corrective effort. This has been noteworthy the past several years on 
sanitation in food production and control in drug manufacture. 
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Allocation of Work in Each District 


If the work plan is to bring about uniformity of enforcement in the 
16 districts, it must include a roughly quantitative measure of the amount 
of activity that should be carried out in each district's territory and in 
each industry. It is obvious that the public interest demands the same 
level of enforcement in a territory producing enormous quantities of a 
given food as in another territory where production of the same food 
may be small. This means the establishment of some kind of quantitative 
measure of work which can be applied by the individual district. It does 
not necessarily mean that the amount of effort within a district's territory 
should be proportional to the amount of production in that territory, for 
the reason that a very large industry in one district's territory may not 
be indulging in violations to the degree practiced by a comparatively 
small industry of the same type in another district's territory. While it 
would be desirable and would greatly simplify matters if a formula could 
be worked out which, when solved, would give the number of manhours 
to be devoted to each industry in each district's territory, unfortunately, 
the problem is by no means so simple. The proper allocation of work 
requires not only long and broad experience, but also constant consulta- 
tion by the Division of Program Research with the field districts, the 
subject matter divisions of the Food and Drug Administration, industry, 
and others. 


The proper long-range allocation of manpower contributes to the 
accomplishment of the objectives of greater efficiency and uniformity of 
enforcement among the 16 districts. As in the development of work 
plans, the extent of industry, the type of violations anticipated, and 
extent of violations must be studied. These factors give a measure of 
the manpower needed to deal with what might be called the districts’ 
home industries. In addition, each district has a work load resulting 
from the activities of the other 15 districts which requires completion of 
operations initiated by them. Each district also has an import load which 
depends on the amount and kind of products imported through its terri- 
tory. In the establishment of manpower quotas, all of these factors and 
many others must be studied. Here, too, it is impossible to establish a 
formula, and it will be difficult to establish manpower quotas that will be 
exact. If the Food and Drug Administration is to achieve a reasonable 
degree of uniformity and efficiency of enforcement, it is of prime im- 
portance that a studied effort should be made to provide each district 
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with the amount of manpower required to meet the work obligation of 
that district to a degree uniform with that of the other 15 districts. 


Maintaining an Adequate Inflow of Information 


The Division of Program Research cannot operate successfully in 
an ivory tower where certain selected individuals sit and think. With- 
out an adequate inflow of information, it is impossible for the Division 
to perform its functions properly. Comprehensive statistical data are 
available reflecting, insofar as statistics can, the operations of the 16 
districts. While statistical information is very valuable, it cannot take 
the place of qualitative information from all sources touching foods, 
drugs, and cosmetics. These sources may be concerned with matters of 
production or distribution, may be involved in research or technical activi- 
ties concerning these industries, or may be interested in law enforcement 
problems. Such sources of information, and frequently inspiration, are 
furnished by all other organizations within the Food and Drug Adminis- 
tration, other government departments, state and city enforcement 
organizations, colleges, and the industries themselves. Constant friendly 
and cooperative contacts must be maintained with these and other 
organizations if the Division of Program Research is to fulfill its proper 


destiny. [ The End] 


ANALYSIS OF PHARMACEUTICAL PREPARATIONS 


Scientific instruments, in certain instances, 
are replacing biological tests in analyzing the 
purity, potency, and uniformity of pharma- 
ceutical preparations. Included among the 11 
types of scientific instrumentation which are 
applicable to pharmaceutical procedures are 
infra-red spectroscopy, X-ray diffraction, fluoro- 
metry, and radio activity. Infra-red spectroscopy 
was one of the most important in the determina- 
tion of the structure of drugs (Release of Bald- 
win and Mermey, February 8, 1949). 


The Division of Program Research Page 131 





Pesticides and the Food Law 


THE ADVENT OF DDT HAS BROUGHT MANY PUBLIC HEALTH 
PROBLEMS. ACCURATE KNOWLEDGE OF THEIR SERIOUSNESS 
IS NOT KEEPING PACE WITH THE DEVELOPMENT OF THE 
NEWER PESTICIDES , 


By C. W. CRAWFORD 





This paper was delivered at the annual meeting of the American 
Association of Economic Entomologists, in New York City, on Decem- 
ber 14, 1948. 


In inviting a representative of the Food and Drug Administration 
to speak at your meeting on the subject of pesticides and the food law, 
the Chairman of your program committee indicated the deep interest of 
himself and members of the Association in the public-health problems of 
the newer insecticides. It is with the protection of the public health, of 
course, that the food law is most concerned. 


Pesticides Essential to Production of Food 


In drafting the applicable provisions of the Federal Food, Drug, and 
Cosmetic Act of 1938, the Congress recognized that chemical pesticides 
are essential to the production of the nation’s food. Its policy is in entire 
accord with the statement in the November 1948 issue of AIF News: 


Chemical pesticides are essential to the efficient functioning of modern agriculture. 
They are here to stay. Their use will be increased. Their effective use is vitally 
dependent upon a knowledge of their limitations as well as their benefits, and also upon 
a recognition of the hazards inherent in their application. 


The policy of Congress, as expressed in the law, was prophetic in 
its recognition of the need for protecting public health against the un- 
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necessary or uncontrolled use not only of pesticides, but also of toxic 
substances that might be used as preservatives, emulsifiers, and otherwise 
in scores of items of our food supplies. Literally, hundreds of chemicals 
have been used or proposed for use for these purposes within the past 
few years, particularly during the war when problems of food preserva- 
tion and utilization were most acute. 


Public Health Protected by Prescription of Tolerances 


The food law of 1938 prohibits interstate traffic in foods that are 
adulterated. It attacks the problem of protecting the public against 
poisons in foods by defining any food as adulterated if it contains a 
poisonous or deleterious substance which may render it injurious to 
health; or if it contains any such substance that is not required in the 
production of the food, or that can be avoided by good manufacturing 
practice, or, where it is so required or cannot be so avoided, if it exceeds 
the tolerance prescribed by the Federal Security Administrator after 
public hearing. In prescribing a tolerance, the law directs the Adminis- 
trator to take into account the extent to which the poisonous or dele- 
terious substance is required or cannot be avoided in the production of 
each food, and the other ways in which the consumer may be affected by 
the same or other poisonous or deleterious substances. In every event 
the Administrator is enjoined by the statute to prescribe the tolerances 
at such levels that the public health will be protected. 


One cannot read the statute without being impressed with the clear 
intent of Congress to go further than merely insuring that no single 
food itself will carry enough poison to jeopardize the health of the con- 
sumer. The purpose was to safeguard the nation’s food supply so that 
the over-all quantity of toxic substances, in all the items that make up the 
variegated diet characteristic of American people, will be held at safe 
levels. 


As throwing further light on the purposes of the law, the language 
chosen to prevent the unnecessary addition of poisons is worthy of care- 
ful study. To repeat what was stated a moment ago, this language 
prohibits traffic in food containing any added poisonous or deleterious 
substance “except where such substance is required in the production 
thereof or cannot be avoided by good manufacturing practice.” It will 
be noted that the word “required” is used. While the meaning of this 
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word has not yet been interpreted by appellate courts, it seems fair to 
assume that a real or fancied improvement in the product resulting from 
an added poison would not be enough; that, to satisfy the law, the added 
substance actually must be essential to production. It appears that 
Congress regarded the addition of poisons to our food supply as too 
hazardous to permit, except in the face of a real necessity. 


Some further light on the intent of Congress is shed by committee 
reports on the bill which became the present law. The following is a 
quotation: 

In promulgating such regulations (prescribing tolerances) this section requires 
that there be taken into account the extent to which the use of the poison is required 
in the production of the article, as for example, poisonous sprays in producing certain 
fruits and vegetables, and likewise, the other ways in which the consumer may be 
affected by the same or other poisonous or deleterious substances. This authorization 
will permit the establishment of comparatively liberal tolerances for any food where 
poison is unavoidable or is required by the necessities of production, and less liberal 
tolerances or complete prohibitions where it is practicable to limit the amount of poison 
in a particular food to very small quantities, or to eliminate it completely. It will like- 
wise afford adequate control of those situations where irresponsible manufacturers, for 
some fancied or real commercial advantage, add dangerously toxic substances to foods, 
as, for example, the addition of maleic acid to fats and oils to prevent rancidity when 
preservation can be accomplished by observance of sanitary conditions in manufacture 
and packaging and by use of refrigeration for the finished product. 


Public Health Problems 


, Phe new era in pesticides, ushered in by the advent of DDT, has 
brought with it a host of public-health problems. Accurate knowledge 
of the seriousness and extent of those problems is not keeping pace with 
the development and use of the newer pesticides. While manufacturers 
of the newer products, and the entomologists who guide their use, have, 
in general, recognized their obligations and their responsibilities to the 
public health, it is apparent that too many of the newer products have 
been rushed into production and use before sufficient investigation of 
their potential hazards and before users are sufficiently educated to avoid 
procedures that unnecessarily contaminate foods, and thus jeopardize 
public safety. 

I cannot stress too strongly the necessity for a thoroughgoing in- 
vestigation of all phases of toxicity of every pesticide intended for use 
in connection with food production where there is any likelihood that 
even the merest trace may remain in or on the food at the time of con- 
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sumption. To produce and use any product before this basic research 
work has been done is to invite disaster in terms of human suffering 


and life. 


To commercialize a poison before its potentialities are known is to 
use the public as guinea pigs. We cannot accept the cynical viewpoint 
of the man who was warned that the premature marketing of his poison 
might kill people and replied, “Well, I know, but somebody is killed 
every five minutes on the highway.” It is true that a proper investiga- 
tion of toxicity is expensive and time-consuming, but it is equally true 
that this is a far more sound and prudent investment than to rush into 
production and use without the insurance against disaster that such 
investigations give. As an organization vitally interested in this prob- 
lem, the Food and Drug Administration's Division of Pharmacology will 
be glad to discuss with anyone who is interested the scope and kind of 
investigations it believes, through its experience, should be carried out 
before new products are exploited. 


Appraisal of New Pesticides 

To appraise properly a new pesticide that may be used in tood pro- 
duction, the tests required may be many and varied. In addition to 
the work needed to demonstrate accurately its value for its prospective 
use, quantitative analytical methods must be devised, its toxicity to 
animals and man must be thoroughly explored, and the quantities to 
which they may be exposed must be determined. It is not enough to find 
the quantity remaining on the exterior of a fruit or vegetable as residues 
from dusting or spraying. Does it get into the interior through trans- 
location, or direct absorption, or by being picked up from contaminated 
or treated soil by the root system of the growing plant? And when con- 
sumed by animals or man, is it excreted in milk? Is it stored in the 
tissues? If so stored in slaughter animals, will the meat be safe? These 
are but a few of the questions that must be answered. 


The need for precautionary measures in producing and using pesti- 
cides and related products is receiving more and more public attention. 
An editorial in the August 28, 1948, Journal of the American Medical 
Association says, “The development and use of new pesticides and 
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herbicides have created public health hazards.’ It then outlines the 
problem and continues: 

Voluntary control by the producers and distributors of these substances should be 
instituted immediately. If voluntary control proves to be inadequate for the protection 
of the public, suitable legislation must be considered and effective means of control 
promptly established. At present, governmental agencies find it difficult to protect the 
public from this potential hazard; existing agencies seem to doubt their authority and 
lack the funds to establish control. Prompt voluntary action by the industry is there- 
fore imperative. The effectiveness of this action will determine the degree of govern- 
mental control ultimately required. 


. Even though added controls may impede the development of pesticides, 
these are essential precautions which must be taken in order to avoid the danger of 
mass poisoning, which might well offset the potential benefits of the new agents. 

That the industry is aware of the concern thus publicly expressed 
is shown by quoting again from last month's issue of the AIF News: 

, Legislation is frequently proposed as the solution to the problem. Legis- 
lation alone is not the answer. 


In the final analysis, the user—be he farmer, home gardener, householder or 
public servant—has the freedom of choice of the materials he uses, and no one wants 
it otherwise. But freedom brings responsibilities to both the manufacturer and the user 
and, unless both accept those responsibilities, hazards will continue to plague all who 
have reason to be interested in effective pest control—and that means the public 


generally. 
[The End] 


U. S. P. DECENNIAL MEETING 


The United States Pharmacopoeial Con- 
vention will hold its decennial meeting at the 
Hotel Statler in Washington, D. C., on May 
9-10, 1950. The purpose of this meeting is to 
set in motion the work of revising the Pharma- 
copoeia during the ensuing decade. The dele- 
gates to the meeting will elect the officers of 
the Convention and a Board of Trustees to 
manage the administrative, legal, and financial 
matters of the Convention during the new 
decade. They will elect a Committee on Revi- 
sion consisting of members of the medical pro- 
fession and of the pharmaceutical and allied 
professions, and will develop a set of principles 
to guide the Revision Committee. 
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Some Unique features 


In the Selection and Protection 
Of Pharmaceutical Trade-Marks 


THE PROTECTION OF REGISTERED TRADE-MARKS HAS 
BEEN GREATLY FACILITATED AND IMMEASURABLY 
STRENGTHENED BY THE LANHAM ACT 


BY WALTER J. DERENBERG 





This paper was read before the midyear meeting of the American 
Pharmaceutical Manufacturers’ Association, in New York City, on 
December 6, 1948. The views herein expressed are those of the author 
and do not necessarily reflect the views of the Patent Office. 


became effective last year, not only pharmaceutical manufacturers, 

but business and industry generally have become acutely trade- 
mark conscious. While the new Act was hailed immediately in many 
quarters as a decisive step forward in the protection of registered trade- 
marks and in the struggle against unfair competition, it soon became 
apparent that even the new Act, its many improvements notwithstand- 
ing, includes a number of provisions which, in effect, curtail the scope 
of trade-mark protection in situations in which a conflict between the 
private rights of the trade-mark owner and the rights of the general 
public might result. Probably, no industry is affected in all its phases 
with as paramount a public interest as the pharmaceutical trade. The 
most important practical problems which arise in determining a sound 
trade-mark policy for manufacturers of pharmaceutical products can 
find only a partial solution in a trade-mark registration statute, no matter 
how liberal its provisions may be. Since trade-mark problems cannot 
well be divorced from labeling and advertising problems generally, their 


GS is the enactment of the new Trade-Mark Act of 1946, which 
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solution depends to a very large degree on a proper understanding and 
evaluation of the provisions and requirements of numerous Federal and 
state statutes which govern the sale, advertising, and labeling of pharma- 
ceutical products. Moreover, these collateral statutory provisions have, 
in many instances, been further elaborated upon or enlarged by the rules 
and regulations of the Council on Pharmacy and Chemistry of the 
American Medical Association, and other similar bodies. 


It is the purpose of this brief paper to discuss some of the current 
problems in trade-mark matters which confront manufacturers of phar- 
maceuticals as a consequence of the unique position of this industry. 
Since, as indicated, most of these problems have their origin in regula- 
tory provisions outside the scope of a trade-mark registration statute, 
the new Trade-Mark Act has accentuated rather than eliminated these 
problems. The more obvious advantages of the new Act, such as regis- 
trability of service marks, so-called ‘‘secondary meaning” marks, pack- 
ages, and labels on the supplemental register as a basis for protection 
in foreign countries, the more flexible rules for assigning and licensing of 
trade-marks, and many other distinct advantages of the new legislation, 
have been pointed out many times during the last two years, and | doubt 
whether a useful purpose would be served by another recitation of the 
respective advantages and disadvantages of the new legislation. Rather, 
this paper will be devoted to a brief review of some of the more perplex- 
ing trade-mark problems which are unique to the pharmaceutical indus- 
try and will remain in the focal point of attention of this industry even 
within the realm of the Lanham Act. 
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Reemphasis of the Problem of “Common or Usual” Names 
in the Pharmaceutical Field 


The first and most vexing problem to which attention should be 
called again and again is the vulnerability of pharmaceutical marks with 
regard to the danger of being classified as “common or usual’ names 
under the Food, Drug, and Cosmetic Act. For many years now, owners 
of pharmaceutical trade-marks have been justifiedly concerned about the 
apparent indifference on the part of the Food and Drug Administration 
toward the protection of trade-marks. As pointed out in a previous 
paper,’ the Food and Drug Administration frequently has insisted in 
recent years on using registered trade-marks as ‘“‘common or usual’ 
names under the labeling provisions of the Food, Drug, and Cosmetic 
Act. The dangers resulting from this practice readily become apparent 
when it is considered that, under the new Act, the name of a formerly 
patented article which has become a common descriptive term may 
be cancelled at any time. It is particularly significant that the benefit of 
incontestability, which is conferred upon registered trade-marks after a 
five years’ uninterrupted use, does not extend to marks which have be- 
come a common descriptive term even though the article may never have 
been patented. The policy of the Food and Drug Administration was 
described in a letter by Mr. Paul V. McNutt ? as follows: 


. .. Once it is established that a certain term has become to consumers generally 
the common or usual name for a given food or drug, the intent of the Food, Drug, 
and Cosmetic Act is that all persons who manufacture and market such food or drug 
identify it on its label by that name. No “course of conduct” will alter the fact that 
consumers are not adequately informed unless the food or drug is identified by that 
name. 


It may become necessary to argue, in order to save pharmaceutical marks 
from destruction, that reference to the trade-mark as a “common or usual 
name” by the Food and Drug Administration over the objection of its 
owner should not be construed to make such registered mark a ‘common 
descriptive’ term under the language of the new trade-mark statute. 
More encouraging is the recent attitude of the Council on Pharmacy 
and Chemistry with regard to the requirement of Rule 5 to declare the 





1 Derenberg, ‘‘The Lanham Trade-Mark 2 Letter of November 27, 1941, submitted 

Act and Its Impact on the Drug Industry,”’ to the House Committee on Patents by 

an address before the American Drug Man- Mr. Paul V. McNutt, then Administrator 

ufacturers Association, Hot Springs, Va., of the Federal Security Agency; Hearings 

June 11, 1947; reprinted 37 Trade-Mark on H. R. 102, ete., Seventy-seventh Con- 

Reporter 392. gress, First Session, November 4, 12, 13, 
and 14, 1941, at p. 217. 
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salt in the name of the drug product. [In answer to recent complaints 
that, under the new Lanham Acct, the use of a salt name, such as hydro- 
chloride, in conjunction with a trade-mark would tend to make the latter 
a common descriptive term, the Council replied that such danger could 
be avoided in a number of ways: for instance, by the use of asterisks 
after the trade-mark, by a proper registration notice, or in several other 
ways, and that the Council had no objection whatsoever if the trade- 
mark significance of the so-called ‘‘protected” name would thus be 
emphasized. (Bulletin No. 48-34 of the ADMA, July 16, 1948; also 
fully reported in 10 F-D-C Reports No. 23, July 17, 1948.) 


It remains true, however, that on this score the new Trade-Mark 
Act has not alleviated the lot of owners of pharmaceutical marks, but 
rather has aggravated it by its cancellation provisions. This is particu- 
larly dangerous in view of the fact that the Lanham Act, as presently 
worded, does not give a remedy to the trade-mark owner to proceed 
against a dictionary publisher or any other person who makes a careless 
generic use of a registered trade-mark which may cause the mark to lose 
its trade-mark significance. One of the amendments of the Hawkes Bill, 
S. 1919, which had been introduced in the Eightieth Congress, attempted 
to remedy the situation by providing for a specific cause of action in cases 
of this kind. 


“Precedence in Position” and “Precedence in Prominence” 


Another problem peculiar to the pharmaceutical industry which is 
outside the scope of the registration act but of ever-growing importance 
to the industry, has to do with certain statutory or Council requirements 
with regard to the position and prominence in which certain trade-marks 
have to be placed. Thus, the Public Health Service Act of 1944 in Sec- 
tion 351 provides that in case of serums, toxins, viruses, or analogous 
products, the proper name of the product must be given precedence in 
position and prominence over any trade-mark or trade name used. This 
requirement is more specifically set forth in Sections (c) and (d) as 
follows: 


(c) “Precedence in position’’ of the proper name will have been observed if it is 
placed above any trade-mark or trade name and provided it is symmetrically arranged 
with respect to other printing on the label. 

(d) “Precedence in prominence” of the proper name will have been observed if 
the style of type is of the same or greater point size and of equal face or heavier, than 
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that used in printing the trade-mark or trade name, and if the contrast in color value 
between the proper name and the background is not less than that between the trace- 
mark or trade name and the background. 


Similar restrictions prevail under the present rules and regulations of the 
Bureau of Animal Industry with regard to serums and toxins for domes- 
tic animals. Generally speaking, there appears to be a general trend in 
the pharmaceutical field to place a little less emphasis on the generic or 
common or usual name of a drug and to give somewhat broader signifi- 
cance to the trade-mark which identifies a particular brand. This is 
particularly noteworthy since an opposite trend would seem to exist in 
Great Britain. According to a recent report, the British Pharmacopoeia 
Commission recommended that drugs which bear an “approved” scien- 
tific name should show such name and lettering at least as conspicuous 
as the brand name. The Commission is quoted as saying: 


It is strongly recommended that the label shall bear the “approved name” of the 
substance in letters no less conspicuous than those in which the proprietary name is 
printed or written. 


It is true that the official rules of the Council on Pharmacy and Chemis- 
try used to have similar provisions. Doctor Austin Smith, the distin- 
guished Secretary of the Council, in a recent study (“Council Accept- 
ance,’ Drug Research and Development, Revere Publishing Company, 
New York, 1948) emphasized that even today the common or generic 
name cannot be unreasonably subordinated to the protected name, i.e., 
the trade-mark. If it were so subordinated, the product would not receive 
Council approval. However, Doctor Smith calls attention in the same 
article to the new Council rule which no longer distinguishes between 
newly discovered and so-called ‘unoriginal pharmaceuticals.” Until 
recently, the Council accepted a trade-mark only from the discoverer of 
the drug or the firm which first introduced it. According to Doctor Smith 
—and I quote— 


. . . Experience has shown . . . that any restriction to one protected name tends 
to prolong a monopoly unduly and, moreover, prevents Council acceptance of com- 
peting brands which, except that they employ other protected names, would ordinarily 
be acceptable. Accordingly, it will now accept several trade-mark names for the same 
article provided the article is not official, in which case the names must have been in 
use before the drug became official. 


In view of the former policy of the Council, pharmaceutical concerns 
for many years have resorted to an ever-increasing use of so-called 
“house marks,” such as Parke-Davis, Ames, Abbott, Vicks, and many 
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others, which appear on all their manufactured products in addition to 
or in lieu of their brand name for the individual product. 


Among the numerous other trade-mark restrictions which the offi- 
cial rules of the Council on Pharmacy impose upon pharmaceutical 
manufacturers is a rule which will not permit the use of any name as a 
trade-mark in which a numeral or letter is an integral part. Under gen- 
eral principles of trade-mark law, letters and numerals are frequently 
registered and protected by our courts. We need think only of such 
famous marks as “Parker 51,” or “57” for Heinz, or “RCA” and in- 
numerable others. This is but one of the many respects in which Council 
acceptance of a pharmaceutical product will put additional limitations on 
manufacturers in the choice of eligible trade-marks and on the manner 
in which such marks may be actually used. 


The observation is sometimes made in recent times that too great a 
number of brand names for pharmaceutical products will cause increas- 
ing annoyance to physicians and retail druggists in remembering the 
names of such products. Thus, in his recent article on ‘Product Develop- 
ment, Promotion, and Marketing,” * Mr. Robert A. Hardt, the Sales 
Director of Hoffman-La Roche, makes this interesting observation: 


Some members of the medical profession, in fact, display annoyance when a new 
product is introduced under a trade-marked name because their memories are already 
severely taxed. Often, too, the selection of names is neither helpful nor necessary. 
Physicians are justifiably critical when a trade-marked name is assigned to a product 
not sufficiently different from other products of the market to give the manufacturer 
the right of christening. 


He also suggests that in case of a famous new drug, such as penicillin, 
most manufacturers became satisfied to use their own “general house 
mark” as indication of origin and that the adoption of separate trade- 
marks or brand names for their particular brand of penicillin was con- 
sidered inadvisable in view of resistance on the part of the medical pro- 
fession to prescribe penicillin by referring to it as the “X"’ brand of 
penicillin. The same may not be true, of course, in cases where the scien- 
tific name of the product is so long and complicated as to make it diffi- 
cult for physicians to refer to it in issuing prescriptions. Moreover, it 
should not be overlooked that the development and sponsorship of new 
brand names for well known drugs may well result in greater economic 





’ Drug Research and Development, Chap- 
ter 17, p. 459. 
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benefits to the industry and to the country. As was so well stated by 
one of the leaders in the drug industry last year: 

. . the constant development of newer and better therapeutic agents means the 

increased use of improved products—and increased use reflects itself in your prescrip- 
tion files. It also reflects itself in the sales of pharmaceutical manufacturers. Under 
our system of free competitive enterprise, competition for these sales provides the 
driving force for progress. These sales also provide the money which is used to sup- 
port the research that produces even newer and better medication for the cure, allevia- 
tion and prevention of disease.‘ 
It should not be assumed that the new Trade-Mark Act, despite its 
avowed intent to furnish broader protection to trade-marks generally, 
would have any effect on these special rules and requirements for the 
pharmaceutical industry. Nor would it be within the jurisdiction of the 
Trade-Mark Division of the Patent Office even to consider questions 
of precedence or prominence in position or any other requirements which 
are found in other Federal statutes or in the Council rules and which are 
based on reasons of public health and welfare. 


Pharmaceutical Ingredient Trade-Marks 


Both the Food, Drug, and Cosmetic Act and the Council Rules have 
specific provisions with regard to the proper naming and labeling of in- 
gredient names, and, in one respect, the problem of protecting ingredient 
names of pharmaceutical or other similar products has recently con- 
cerned the Patent Office in several rather important respects. 

As you know, Section 502(e) of the Food, Drug, and Cosmetic 
Act provides that, in case a drug is fabricated from two or more ingredi- 
ents, the common or usual name of each active ingredient must appear 
on the label. In a recent case (United States v. Crescent-Kelvan Com- 
pany, 16 Law Week 2364 (1947) [CCH Food Drug Cosmetic Law 
Reports { 7079] ), an information was filed against several members of 
the pharmaceutical trade on the ground that the shipment of certain 
capsules in a bottle label as follows: “1000 (Capsules) BENz-CAL-Cin, 
Trade-Mark, Chemical Combination Benzoinated-Phenyl Cinchoninic 
Acid and Calcium . . . Each capsule represents Phenyl cinchoninic acid 
approximately two grains,” constituted misbranding under Section 
502(e). It was charged that BENZ-CAL-CIN was a fabrication of two or 
more ingredients and that the label failed to bear the common or usual 


*Carson P. Frailey, “‘Planning Security Hampshire Pharmaceutical Association, 
for Pharmacy,"’ an address before the New Dixville Notch, N. H., September 13, 1948. 
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name of each active ingredient. The defendants contend that the name 
of the label ‘‘phenylcinchoninic acid’’ was a common or usual name of 
the drug. In discussing the meaning of the phrase “common or usual 
name” in this context, the court said: 


We think therefore, that Congress intended that drugs should be labeled with the 
name by which they are known to the community at large. 


The court went on to say that the defendants were not relieved from 
the criminal sanctions of the Act by using one of various scientific names 
given in the official National Formulary, but that it was still a question 
for the jury to determine which of the names so mentioned was the 
common or usual name of the drug. I am mentioning this recent case 
only to illustrate the difficulties in which manufacturers of pharma- 
ceuticals find themselves if they should desire to establish brand names or 
trade-marks for active ingredients of their preparations. Even if the 
specific problems arising under Section 502(e) of the Food, Drug, and 
Cosmetic Act can be solved, it still would seem highly questionable 
whether the brand names selected as ingredient names would qualify 
for registration as trade-marks either under the old Act or under the 
Lanham Act of 1946. A few years ago, the manufacturer of Pepso- 
dent Tooth Paste desired to register the word ‘‘Irium.” Pepsodent then 
advertised as follows: ‘‘Pepsodent alone contains Irium.” (/n re The 
Pepsodent Company, 36 USPQ 75.) In rejecting the application, the 
Commissioner said: 


I am clearly of the opinion that this record conclusively shows the word “Irium”™ 
to perform no trade-mark function with respect to dentifrices. All applicant has done is 
to inform purchasers of the fact that its tooth paste contains a new ingredient known 
as “Irium.’’ The word identifies the ingredient rather than the tooth paste, and the 
notation in which it appears on the cartons is merely a “statement of the quality of 
the product.” 


It is true that, since the enactment of the new Act, the Patent Office 
has applied a more liberal test and will register the name of a part of an 
assembly even if such part may not be separately offered for sale in 
commerce. Thus, the mark ‘““Bondermetic’’ was recently held registrable 
although it was used only in the following fashion: ““Thermopane Unit 
with Bondermetic Seal.’ (Jn re Libbey-Owens-Ford Glass Co., 75 
USPQ 202 (1947).) 

Similarly, the Patent Office has permitted registration of a separate 
mark for the shutter of a camera although there was no separate sale of 
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the shutter. But even in the light of this more liberal trend, it would 
seem rather doubtful whether words such as ‘‘Irium” which are actually 
used in a generic way rather than as a trade-mark would be registrable. 
It should not be overlooked that, in the Bondermetic case and in the 
Shutter case, the terms sought to be registered were used in conjunction 
with a generally accepted generic term. But ‘Irium” and similar terms 
would seem to be used as common or usual names of an ingredient 
rather than as distinctive trade-marks. 


“Policing” of Pharmaceutical Trade-Marks by the Patent Office 


In view of the rigid control exercised by the Food and Drug Ad- 
ministration over new drugs and the labeling of pharmaceutical products 
generally, it, frequently is assumed that drug labels and the marks which 
they bear must first be approved by the government before the product 
may actually be offered for sale in commerce. It may be recailed that 
such requirement for Federal label approval presently exists for meat 
product labels which have to be approved by the Meat Inspection Divi- 
sion of the Department of Agriculture and for labels for wines and dis- 
tilled alcoholic liquors which must be approved by the Alcoholic Tax 
Unit. Since these products cannot lawfully be sold in interstate com- 
merce before label approval by the government, the Patent Office has 
adopted a rule of practice (Rule 14.9) under which a copy of such labels 
and their certification must be made of record in the application for trade- 
mark registration before the application can be allowed.’ In other words, 
the Patent Office will not register a liquor trade-mark or a trade-mark 
for a meat product unless a governmental certificate of label approval 
has first been furnished to the Office. There is, however, no similar 
requirement in the Food, Drug, and Cosmetic Act. Consequently, the 
Trade-Mark Division may not condition the issuance of a registration 
certificate upon prior label approval by the Food and Drug Administra- 
tion. It is interesting to note in this regard that approval by the Food 
and Drug Administration of a new drug application does not prevent 
this agency from thereafter seizing the product under Section 502(e) of 
the Act for misbranding. True, every applicant for a new drug has to 


’ The Serum, Virus & Toxins Act of 1913 of a certificate of label approval is required 
and the new Insecticide, Fungicide, and in case of such marks. Thus far, the De- 
Rodenticide Act contain similar provisions partment of Agriculture has not requested 
However, marks falling within the provi- the Trade-Mark Division to exercise such 
sions of the latter Act have not been in- policing function with regard to insecti- 
cluded in Rule 14.9, and no submission cide marks. 
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submit to the Food and Drug Administration his labeling and advertis- 
ing, but if the applicant should refuse to alter his labeling or advertising 
upon request of the Administration, the application may yet have to be 
allowed on the ground that the article is otherwise “safe,” and the 
Administration may then have to raise its objections on the basis of 
misbranding or false advertising in a subsequent seizure proceeding. 
It follows that even approval of a new drug application by the Adminis- 
tration cannot be construed as a simultaneous approval of all the labeling 
or advertising claims which accompany the product or as a sanctioning 
of the applicant's trade-mark or trade name. 


The question then arises to what extent, if any, the Patent Office 
should in registration proceedings make an independent examination of 
the veracity and sufficiency of labeling statements and advertising claims 
which surround the trade-mark as shown in the specimens submitted 
with the application. The only authority for such policing may be found 
in Section 2(a) of the new Act of 1946 which prohibits the registra- 
tion of marks which consist of or comprise deceptive matter. It seems 
fairly clear from this language that in determining registrability of a 
pharmaceutical mark under this section, the Patent Office has no author- 
ity to examine labeling or advertising statements unless they are actually 
a part of the trade-mark itself. If the mark itself, or a component part 
thereof, is deceptive or misdescriptive, the Office will refuse registration 
on that ground. In the majority of cases, however, such misrepresenta- 
tions, even though they may appear on the specimens submitted to the 
Patent Office, are entirely collateral to and independent of the mark 
sought to be registered and should, therefore, not be considered at all 
in determining registrability. It would indeed be hard to believe that 
Congress should have intended to add a fourth policing agency to the 
three governmental bureaus which already exercise jurisdiction over 
false labeling and advertising. Thus, a product advertised as ‘hair 
grower’ may not only be the object of a Federal Trade Commission 
proceeding, but libel and seizure proceedings may be brought against 
the product by the Food and Drug Administration, and, moreover, the 
Post Office Department may issue a fraud order enjoining the use of 
the mails for a product so labeled. I submit that the public is amply 
protected by this threefold safeguard and that no need would seem to 
exist for the Patent Office to even consider collateral misrepresentations 
or misbranding unless the trade-mark itself is deceptive. Only a few 
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days ago, the National Better Business Bureau made public a research 
bulletin on the advertising of cold and cough preparations which strik- 
ingly illustrates the difficulties which beset the manufacturers of pharma- 
ceutical products in stating and advertising the nature and therapeutic 
effect of their products. As you know, the Federal Trade Commission 
has its own Medical Department which examines and passes on the 
validity and legality of such claims before the Commission institutes pro- 
ceedings. The Trade-Mark Division of the Patent Office does not have 
the benefit of such medical advisory board and, therefore, cannot be 
expected to pass upon or even study any labeling or advertising lan- 
guage by which the trade-mark may be surrounded. Let me illustrate this 
point by two recent cases. In LInited States v. Ghadiali, 165 F. (2d) 957 
(CCA-3, 1948) [CCH Food Drug Cosmetic Law Reports § 7082}, 
criminal proceedings were instituted against the defendant who had sold 
a device under the name “Spectro-Chrome”’ which was described on the 
label as follows: 


“Spectro-Chrome Metry 
Measurement and Restoration of the Human 
Radio-Active and Radio-Emanative Equilibrium 
(Normalation of Imbalance) 


By 
Attuned Color Waves 


The Science of Automatic Precision” 


Etc. 


It was found that this device did not have the therapeutic value which 
the labeling claimed for it. Yet, if the name “Spectro-Chrome” had been 
submitted to the Patent Office, it is my opinion that the office would have 
had to accept it no matter how absurd the alleged therapeutic claims 
were, as long as the name itself was not deceptive. Where, on the other 
hand, a mark previously registered as “Madam X's New Discovery Hair 
Tonic’ was sought to be amended under the new Act by substituting the 
words ‘Hair Grower” for “Hair Tonic,’ the amendment was, of course, 
rejected on the ground that this deceptive claim would then become a 
part of the composite mark itself. 


It is perhaps significant to note that, in one respect, the Patent Office 
has in the past exercised a policing function with regard to drug trade- 
marks which cannot be easily justified in the light of my previous ob- 
servations and which has already been considerably relaxed in recent 
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months. Ordinarily, the Office does not require the submission of speci- 
mens with regard to each item on which the trade-mark sought to be 
registered is allegedly in use. Only for the class of pharmaceutical 
marks has such a requirement been made in the past. The reason given 
for this practice is found in a ruling by the Commissioner dating back 
to 1913 (Ex parte Sher, 3 Trade-Mark Reporter 560). The Commis- 
sioner there held that, without this requirement, it could not be deter- 
mined by the Patent Office whether the mark “‘was actually deceptively 
used”’ under the Food and Drug Act. The Commissioner said: 

It is believed to be proper for this Office to refuse registration where the speci- 
mens filed show a deceptive use of the mark, and in order to determine whether the 
mark is so used it is obviously necessary that labels be furnished corresponding to each 
of the goods claimed. 

As previously stated, this rule would seem to be open to serious 
doubt, and the Trade-Mark Division today will accept a representative 
number of specimens, particularly where the registrant is a known drug 
manufacturer in good standing and repute, and will no longer insist upon 
the submission of 100 or more separate specimens. Nor would there 
seem to be any necessity under present day practice to clutter up 
the pages of the Official Gazette with hundreds and hundreds of 
pharmaceutical items referred to in a single application. Here, again, 
it would seem entirely sufficient to limit the application to a description 
of certain representative articles on which the specific mark is in use. 
There would be even less reason to republish these hundreds of items 
under Section 12(c) of the new Act although the Patent Office has so 
far actually republished the entire catalog of goods as a matter of 
courtesy to owners of 1905 marks if they insisted on such procedure. 
As a matter of law, the new statute does not provide for the recitation 
of the goods in the Official Gazette in case of republication, but such 
lists have been published on a few occasions solely for the purpose of 
accommodating the registrant. 


Classification Problems Under the New Trade-Mark Act 


One of the recurrent practical difficulties in the registration of 
pharmaceutical marks, which is accentuated by the more liberal provi- 
sions of Section 2 and Section 30 of the new Act, centers around the 
relationship between pharmaceutical products and related merchandise. 
At present, pharmaceuticals are classified in Class 6, together with 
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chemicals and medicines. This exceedingly broad class likewise in- 
cludes cosmetics. But there are, of course, numerous related products 
customarily sold over the same counter in drug stores which fall outside 
this classification. To mention just one illustration: All soap products 
fall within Class 4 which covers abrasives, detergents, and polishing 
materials. It is undoubtedly true that a soap composition may include 
a polishing material and be properly classified in Class 4, but it could 
with equal logic be linked with toilet soaps which are classified in the 
cosmetic class. It seems hard to believe that a shampoo, if it consists 
of a soapy powder, or if it be a shampoo for dogs or rugs, is classified 
in Class 4, while it would be in Class 6 if it were in liquid form. It is, 
of course, true that, even under the old law, Patent Office classification 
was not controlling in determining likelihood of confusion. Yet there 
were hundreds of pharmaceutical marks and cosmetic marks registered 
in the early days in different classes for different people as the result of 
the application of a narrow classification test, while in more recent years, 
and particularly under the new Act, a more general test of likelihood of 
confusion will be applied. Only recently it was held by the Court of 
Customs and Patent Appeals in West Disinfecting Co. v. Owen, 76 
USPQ 315 (1948), that disinfectants on the one hand and cold prepara- 
tions on the other were goods of the same descriptive properties and that 
both a cold preparation and a disinfectant could be classified as “drugs” 
within the meaning of that term. The court went so far as saying: ‘It 
would be a natural thing for one engaged in the manufacture of anti- 
septics to produce a medicinal preparation for coughs due to colds.” 
Since that time, the Commissioner has held that even a medicated cough 
drop and foot and douche powder are so closely related drug products as 
to create a likelihood of confusion in case of use of the same or a similar 
trade-mark on such products. Gold Bond Powder Co. v. Candy Bros. 
Mfg. Co., 77 USPQ 396 (C. P., 1948). If the cough drops had not been 
described as ‘‘medicated,’’ the result might well have been different since 
cough drops ordinarily are treated as confectionary rather than as 
medicine or a drug product. 


Prior to these recent cases, it had been held that a liquid medicinal 
preparation for the treatment of colds was not in the same class with an 
antiseptic mouth wash, although both products would come within the 
broad Class 6. Mulhens & Kropff, Inc. v. Onnen, 37 F. (2d) 435. It 


remains to be seen to what extent old registrations may have to be dis- 
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turbed under the broader language of the new Act. There is now under 
consideration in the Patent Office a plan to subdivide the present Class 6 
into three different classes. But such differentiation would be primarily 
an administrative expedient and would not—to quote the language of 
Section 30 of the new Act—'‘limit or extend” the registrant's rights. 


As you know, the new Trade-Mark Act also provides for separate 
registrability of “service marks,” provided the registrant is primarily 
engaged in the business of rendering service in commerce. A separate 
class entitled ‘‘services’’ has been established for such marks which later 
may be subdivided. The question has been raised whether “‘prescription 
service” offered by a drug store would come within the definition of a 
“service’’ under the new Act so that a pharmacist might register a mark 
identifying such service. It is the present thinking of the Patent Office 
that in most instances such prescription services are only incidental to 
the sale of merchandise and that a drug store, as well as the manufac- 
turer of pharmaceutical products, is primarily engaged in selling mer- 
chandise and not in rendering service. 


Conclusion 


It cannot be denied that, despite the enactment of the new legisla- 
tion, the owners of pharmaceutical marks are still left with many vexing 
and difficult problems with regard to the selection and protection of their 
brand names. As pointed out in this brief paper, many of these dif- 
ficulties have their basis not in any deficiencies of the registration statute, 
but in principles of public policy underlying the restrictive provisions of 
various collateral statutes such as particularly the Food, Drug, and 
Cosmetic Act of 1938, the Public Health Service Act, and others. If 
these collateral limitations are discounted, it can, I believe, be said with 
assurance that the protection of registered trade-marks has been greatly 
facilitated and immeasurably strengthened by the Lanham Act. A trade- 
mark which enjoys the benefits of this new legislation now has the 
attributes of a substantive right of nationwide scope. It constitutes con- 
structive notice so as to prevent others from subsequently using the 
same mark even in territory which the registrant himself may not have 
invaded. Only a few days ago, Judge Wyzanski in the case of Cole of 
California, Inc. v. Collette of California, Inc., 79 USPQ 267 (DC Mass., 


1948), rules that, under the broad definition of “commerce” in the 
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Lanham Act, a registrant may now enjoin a purely local infringing use 
on the ground that such local use may adversely affect the registrant's 
interstate sales. Prior to the Lanham Act, the Supreme Court had held 
that a registrant under the Act of 1905 could not reach such purely 
intrastate transactions. United States Printing and Lithograph Co. v. 
Griggs, Cooper & Co., 279 U. S. 156 (1929). Pharmaceutical marks 
which enjoy the protection of the new Act may also acquire the status 
of incontestability after a period of five years uninterrupted use, a privi- 
lege which was unavailable under the old Act of 1905. Pharmaceutical 
marks now registered under the old Act may, at the option of the 
registrant, be “republished’’ under the Lanham Act in order to secure 
the status of incontestability five years after such republication. It is 
true, of course, that incontestability does not confer complete immunity 
against attack and that it will not protect a pharmaceutical mark from 
becoming a common descriptive term and from losing its significance as 
a trade-mark (as was the case with “Aspirin,” “Milk of Magnesia,” 
and numerous other terms). But there is every reason to hope that 
our courts in interpreting the Act and in applying its provisions will be 
mindful of Judge Clark's recent observation in his dissenting opinion in 
Best & Co. v. Miller, 167 F. (2d) 374 (CCA-2; 1948), that the Lanham 
Act is ‘‘clearly plaintiffs’ legislation beyond whatis . . . yet judicially 
realized.” [The End] 


WORLD HEALTH ORGANIZATION 


Dr. Nathan B. Eddy, narcotics authority 
at the National Institutes of Health, has been 
elected chairman of the Expert Committee on 
Habit Forming Drugs of the World Health 
Organization. Dr. Eddy has been the leader in 
investigating the use of new narcotics for the 
control of pain in cancer (Federal Security 
Agency Release 508, February 4, 1949). 
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Notes and Commen 


Judicial, Administrative, and Legislative Developments 


Supreme Court Defines What Constitutes Labeling Because “ Ac- 
companying”™ Article . . . On November 22, 1948, the United States 
Supreme Court affirmed the Circuit Court of Appeals in the Kordel 
case and reversed the Circuit Court of Appeals in the Urbeteit case. 
The Circuit Court decisions were reviewed in 3 Food Drug Cosmetic 
Law Quarterly (1948) 114 et seq., and a brief resume of the Supreme 
Court's opinions appears in 3 Food Drug Cosmetic Law Quarterly 
(1948) 612-613. 


The majority of the Supreme Court accepted the reasoning of the 
Seventh Circuit and held that an article or a thing is accompanied by 
another within the meaning of Section 201(m) of the Federal Food, 
Drug, and Cosmetic Act when it supplements or explains it in a manner 
similar to that whereby a committee report of the Congress accompanies 
a bill. No physical attachment, one to the other, is necessary in con- 
nection with such bills and reports as it is the textual relationship that 
is significant. By analogy, it was held that pamphlets, literature, etc., 
accompany an article if there is a textual relationship. 


The majority refused to accept the argument that was advanced 
to the effect that, as the article itself had not been misbranded at the 
time when it was introduced into interstate commerce, it thus could 
never have been in violation of Section 301(a) of the Federal Food, 
Drug, and Cosmetic Act. This Section prohibits the introduction into 
commerce of any food, drug, device, or cosmetic that is adulterated or 
misbranded. The majority decided that an article, itself properly labeled 
at the time of its introduction into interstate commerce, could be sub- 
sequently made to be misbranded by the shipment of literature, pam- 
phlets, etc., long after such shipment of the goods had been made (in 
this case some of the booklets had not been shipped until a year and 
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a half after the shipment of the goods) without violating the intention 
of the Congress as expressed in Section 301(a) of the Act. The ma- 
jority stated that to say that the prior or subsequent shipment of the 
literature disproves that the article “‘is’’ misbranded when introduced 
into commerce within the meaning of Section 301(a) of the Act is to 
overlook the integrated nature of the transactions. The Court further 
held that, irrespective of whether or not this literature was advertising 
subject to the jurisdiction of the Federal Trade Commission, they could 
find no indication that Congress had the purpose to eliminate from the 
Federal Food, Drug, and Cosmetic Act advertising which performs 
the function of labeling. Every labeling is in a sense an advertisement. 
The advertising which was involved was found to perform the same 
function as it would have if it were on the article or on the containers 


or wrappers. 


Thus, the majority of the Court again reaffirmed the broad purpose 
of the Federal Food, Drug, and Cosmetic Act and refused to give it 
a narrow interpretation. They agreed that a criminal law is not to be 
read expansively to include that which is not clearly embraced within 
its language. but declared that there is no canon against using common 
sense in reading a criminal law so that strained and technical con- 


structions do not defeat its purpose by creating exceptions from or loop- 
holes in it. It was felt that it would create an obviously wide loophole 
to hold that drugs or other articles would be misbranded if the literature 
had been shipped in the same container, but not misbranded if the 
literature left in the next or the preceding mail. If this were permitted, 
the high purpose of the Act to protect consumers, who are largely unable 
to protect themselves, would be easily defeated. Moreover, the common 
sense of the matter is to view the interstate transaction in its entirety— 
the purpose of the advertising and its actual use. In these cases, it was 
felt to be plain that the movements of the articles and the literature 
in interstate commerce were a single inter-related activity— not separate 
or isolated ones. The Act is not concerned with the purification of the 
stream of commerce in the abstract. The problem is a practical one of 
consumer protection—not dialectics. Where by functional standards 
the two transactions are integrated, the requirements of Section 201 (m) 
are satisfied even though the mailings or the shipments are at different 


times. 
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Kordel contended that if he had been guilty of any offense, it was 
one that fell under Section 301(k) of the Act, which includes a pro- 
hibition against the misbranding of a drug while it is held for sale after 
shipment in interstate commerce. Since the informations filed against 
him contained no such charge, he argued that the judgment should be 
reversed. The majority of the Court refused to accept this argument. 
In the course of their discussion on this point, comment was made to 
the effect that Section 301(k) is not confined to adulteration or mis- 
branding as is Section 301(a), and, unlike Section 301(a), it does not 
reach situations where the manufacturer sells directly to the consumers. 
It is not clear to the writer what the majority of the Court had in mind 
when it stated that Section 301(k) is not confined to adulteration or 
misbranding, and it seems within the realm of possibility that situations 
might arise where this Section would be applicable to sales directly from 
a manufacturer to consumers. The interpretation of the minority of the 
Court to the effect that Section 301(k) forbids misbranding while drugs 
are held for sale after shipment in interstate commerce seems to be a 
more accurate interpretation of the Section. While the minority did 
not say so, it seems logical that such misbranding would be forbidden 
by anyone, including the manufacturer of the goods. 


Section 301(k) states that the alteration, mutilation, destruction, 
obliteration, or removal of the whole or any part of the “labeling” is 
forbidden if it results in the article being misbranded. This Section is 
thus only concerned with “labeling.” It would seem, therefore, that, 
in order for a transaction to come within its prohibition, the material 
altered, mutilated, etc., would have had to appear upon the article or to 
have “accompanied” such article. Thus, even if the Court had found that 
there had been a violation of Section 301 (k), they still would have had 
to determine whether or not the literature “accompanied” the goods. 
Section I, Public Law No. 749, Eightieth Congress, approved June 24, 
1948, extended the coverage of Section 301(k) to include acts which 
result in adulteration. 


An additional point made in the Kordel case was that the booklets 
carried a selling price and were to this extent sold independently from 
the product by the retailer. This fact was held to be immaterial. The 
Act cannot be circumvented by the easy device of a ‘sale’ of the ad- 
vertising matter where the advertising performs the functions of labeling. 
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The Court made no attempt to distinguish these two cases on the 
basis that the leaflets shipped by Urbeteit did not explain, and were 
not useful or needed in any way to explain, the use of the machines, but 
found, on the contrary, that they were used to explain the machines to 
patients and to explain the usefulness of the device in the diagnosis, 
treatment, and cure of various diseases. The Circuit Court had indicated 
that it seemed extremely doubtful to them whether this literature could 
be called labeling in any event as they interpreted the language used 
in Urbeteit’s leaflets as being confined to mere praise of the machine 
as an instrument of diagnosis and treatment. The writer attempted to 
distinguish the Kordel and Lrbeteit cases on this basis in his review 
of the Circuit Court decisions in 3 Food Drug Cosmetic Law Quarterly 
(1948) 114 et seq. 


In remanding the Lrbeteit case to the Court of Appeals, all ques- 
tions with respect to the admission of expert opinions and the testimony 
of laymen were left open for consideration by that Court. (Kordel v. 
United States. Supreme Court of the United States. No. 30. [CCH 
Food Drug Cosmetic Law Reports § 7101.] United States v. Urbeteit. 
Supreme Court of the United States. No. 13. [CCH Food Drug Cos- 
metic Law Reports § 7102.] Both decided November 22, 1948.) 


* * * 


Package 67 Per Cent Filled Held Not Deceptive . . . A libel was 
brought charging misbranding within the meaning of Section 403(d) 
of the Federal Food, Drug, and Cosmetic Act and asking condemnation 
of packages of confections manufactured and shipped in interstate com- 
merce by Up-To-Date Candy Manufacturing Company. The packages 
contained either “Arden Assorted Candy Drops” or “Arden Root Beer 
Drops” or “Arden Lemon Drops” or “Arden Kandy Mints.” 


Section 403(d) of the Act provides that a food shall be deemed 
to be misbranded if its container is so made, formed, or filled as to be 
misleading. —The Court agreed with the previous decisions interpreting 
this section, to the effect that it is a question of fact in each instance 
whether or not a particular package is misleading. The Court went on 
to say that the standard is not whether experts or men of peculiar 
training, experience, or sophistication would be misled, but whether the 
container would be likely to mislead the ordinary purchaser of this 
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type of merchandise, not one who is particularly attentive or prudent. 
The Court rejected, however, the suggestion advanced by the govern- 
ment that the expectations of an average five year old child should 
be considered. Infantile anticipation was found not to be the test. 
It was found that the ordinary purchaser, not necessarily an adult, has 
been led to expect and desire machine packaging because he knows it 
is more sanitary than hand packaging and results in the economies 
of mass production. He has come to expect some slack or air space as 
a result of this type of packing and in fact prefers some slack fill as he 
recognizes that tight packing might often solidify into a mass pieces 
which he prefers to have separate. Based on the foregoing facts, the 
Court concluded as a matter of law that the goods did not violate Sec- 
tion 403(d) of the Act and the libel was dismissed without costs. 
(United States v. 116 Boxes, More or Less, Each Containing 24 Pack- 
ages of an Article Labeled in Part: (Pkgs.) “Arden Assorted Candy 
Drops Net Weight 114 Ounces ...”, etc. District Court of the United 
States for the District of Massachusetts. Misc. Civil No. 7331. No- 
vember 12, 1948. [CCH Food Drug Cosmetic Law Reports © 7103.] ) 


* * * 


Conflict of Medical Opinion Presents a Question of Fact .. . The 
United States Court of Appeals for the Seventh Circuit has affirmed 
the judgment sentencing the Doctors Kaadt to a term of imprisonment 
after a jury had found them guilty as charged in an indictment containing 
seven counts and alleging various violations of the Federal Food, Drug, 
and Cosmetic Act. The trial was reviewed in 3 Food Drug Cosmetic 
Law Quarterly (1948) 493-494. On appeal, the Doctors Kaadt con- 
tended that (1) the misbranding, if any, must occur on the labels used, 
and the labels must accompany the drug in interstate commerce; (2) 
the representations made in the labeling were honest expressions of 
their opinion; (3) the Court erred in instructing the jury, and (4) 
the doctrine of res judicata was applicable. The Court of Appeals over- 
ruled all four of these contentions and affirmed the judgment of the 
lower court. (United States v. Dr. Charles F. Kaadt and Dr. Peter S. 
Kaadt. United States Court of Appeals for the Seventh Circuit. Nos. 
9617-18. December 7, 1948. [CCH Food Drug Cosmetic Law Reports 
"7106.] Appeals from the District Court of the United States for 
the Northern District of Indiana, Fort Wayne Division. ) 
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In disposing of the contention that misbranding must occur in the 
labeling used and the labels must accompany the goods in interstate 
commerce, the Court referred to the recent Supreme Court decisions in 
the Kordel and Urbeteit cases and reaffirmed that the clause ‘‘accom- 
panying such an article” has no specific reference to packages, containers, 
or their contents and clearly embraces advertising and descriptive matter 
that was used in the sale of a drug where such advertising explained 
the use of the drug. 


With respect to the alleged honest belief of the Doctors Kaadt 
that their method was effective and that they could not, therefore, be 
held criminally responsible, it was found that a consensus of medical 
opinion is a question of fact and provable as such; that a conflict of 
medical opinion concerning the effectiveness of a drug also presents a 
question of fact, and that, since it is not necessary in a prosecution under 
the Act to prove guilty knowledge or wrongful intent, the jury's finding 
that the labeling was false and misleading was supported by substantial 
evidence. With respect to the alleged errors in instructions to the jury, 
the Court pointed out that the record disclosed that no objection had 
been taken to the form of the verdicts or to the giving of the instructions 
in the trial court. In view of this, it was pointed out they were not open 
for review. But, despite this, they were considered, and it was found that 
the trial judge had made it clear to the jury that each defendant could 
be found either guilty or not guilty on each of the counts and that it 
was told that, in weighing the evidence on a particular count it should 
consider only the items of printed matter involved in that count. Thus, 
there was no error committed by the Court in instructing the jury. 


As to the contention that a previous decision in a fraud case was 
res judicata, the Court agreed that it was impossible from the record 
to ascertain on what grounds the jury acquitted Kaadt of the offense 
of using the mails to defraud, but that since the instant prosecution does 
not involve any question of fraud, the prior case was not res judicata. 


* * * 


Performance Bonds Forfeited for Dilatory Conduct . . . Judg- 
ments of default were entered against Stinson Canning Company and 
American Surety Company on eight performance bonds. The reasons 
for granting judgments were identical so the appeals were consolidated. 
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Decrees of forfeiture had been entered against eight lots of sardines 
which provided that Stinson Canning Company might take possession 
upon posting bonds for the purpose of segregating the fungus-diseased 
fish from those not diseased and destroying the diseased fish. The 
segregation and destruction were to take place under the supervision 
of a representative of the Food and Drug Administration. The original 
decrees were entered on October 11, 1947, and the period of performing 
the segregation and destruction was, upon application, extended until 
April 18, 1948. The extension order provided that no further extension 
should be applied for by the claimant. 


On May 25, 1948, the United States Attorney served notice he 
would apply for judgment on the bonds on June 7, 1948. The obligors 
appeared at that time and requested time to secure witnesses. This was 
refused and judgments were entered and affirmed on appeal. (Stinson 
Canning Company and American Surety Company, (399 Cases, More 
or Less, Beach Cliff Brand Maine Sardines, etc.), v. United States. 
United States Court of Appeals for the Fourth Circuit. No. 5802. 
November 10, 1948. [CCH Food Drug Cosmetic Law Reports 
€ 7104.] Appeals from the District Court of the United States for 
the Eastern District of South Carolina. Petition for certiorari filed in 
the United States Supreme Court, February 19, 1949.) 


Three questions were presented for review by the Circuit Court. 
They were: (1) Did the District Judge have the power, in his discre- 
tion, to remit all or a part of the bonds if the breach of their conditions 
was not wilful or grossly neglectful; (2) if he had that power, was 
there an abuse of discretion on the facts of this case; and (3) did the 
District Judge err in refusing a continuance to give appellants an op- 
portunity to procure the testimony of the desired witnesses? 


The Court ruled that a decision on the first question was not 
necessary to the disposition of the case. It was assumed, without de- 
ciding, that the District Judge had the discretionary power to remit. 
On the facts in these cases, it was decided there was no abuse in dis- 
cretion. It was found that there had been ample time granted to comply 
with the decrees, but that the Stinson Canning Company was merely 
awaiting the outcome of a decision in another case in Buffalo, rather 
than attempting to comply with the decrees. In the Buffalo case, ap- 
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plication had been made to export the sardines to a foreign country 
which permitted a higher tolerance of the fungus disease. Stinson's 
attorney notified a member of the Boston Station of the Food and Drug 
Administration that he expected to rely on the outcome of this case 
as a precedent. It was ruled that the member of the Boston Station 
was patently without authority to bind the government to treat the 
Buffalo case as a test case, certainly was without authority to amend 
the decrees below in any such manner, and the appellants were entirely 
without right to rely on his agreement, if he had made one, in 
this respect. 


Finally, there was no error in the refusal to continue the proceedings 
in order to secure the testimony of certain witnesses. The obligors on 
the bonds had ample opportunity between May 25 and June 7 to procure 
any evidence they wished to present and offered no explanation of their 
failure to present it at that time. Their conduct entitled them to no 
further consideration. [The End] 


“Notes and Comment” is a regular feature of 
the Food Drug Cosmetic Law Quarterly, 
written by Franklin M. Depew, who is of 
counsel for Standard Brands Incorporated. 
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Progress of Product Liability Law in 1948— Continued from page 1 13. | 
Quarterly and Food Drug Cosmetic Law Reports. Both are invaluable 


tools for the practicing lawyer and should be in the library of every 
lawyer representing food, drug, and cosmetic manufacturers. 


Conclusions from the 1948 Reported Cases 
1. We lawyers who represent Food, Drug, and Cosmetic manu- 
facturers should vigorously oppose the current attempts to cripple by 
amendments, the Federal Food, Drug, and Cosmetic Act. 


2. The trend toward a material increase in the number of bottled 
beverage explosion and beverage foreign substance cases continues. 


3. The extension by the courts of the implied warranty theory 
continues. 


4. Courts are called upon to apply and have applied the doctrine 
of res ipsa loquitur in a few more cases during 1948 than in 1947. 


5. With an indicated change in the economic conditions of the 
country, lawyers and their principals should be more alert to an increase 
in the number of product liability claims and lawsuits. 


6. Consideration of additional care in the manufacture of our prin- 
cipal's products and a thorough investigation of product liability claims 
and cases is indicated. 


7. The steadily increasing trend toward spelling out by the courts 
of warranties implied by law because of the nature of the defendant's 
business instead of contractual relations between the litigating parties, 
continues. 


8. We, as lawyers, should see to it that our principals exchange 
information regarding product liability claims and lawsuits to a greater 
extent than heretofore. This can be accomplished through an increased 
use of the Claims Index set up and administered by Mr. Dunn's Office. 


9. The re-adoption of the slogan suggested before—‘ MILLIONS 
FOR DEFENSE But Not ONE CENT FoR TRIBUTE’ —is indicated as more 
necessary and desirable from now on than heretofore. [ The End] 
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Coigne’s STATUTE MAKING Answers 
Hundreds of Questions Such As 
/ nd wh in 
lettoo 


How the laws that run our lives, our business, our 
country are made. You'll get the whole storyin . 


STATUTE MAKING 


by A. B. Coigne 


e With the output of our federal and state law- 
making bodies continuing to be of the greatest 
importance in the everyday lives of all of us, every 
thinking citizen, every informed person, should 
have a fundamental, working knowledge of how 
statute law comes to be ... A knowledge of 
how such law is originated—of the steps it must 
pass through before enactment—of how it is 
promoted and opposed—of the pertinent rules 
of parliamentary procedure—of when it becomes 
effective and the features of its validity. 


e And here in this timely new book is the whole 
story of this process by which American statutory 
law is initiated and enacted. In understandable, 
plain-English form, each step from inception to 
final passage or defeat is taken up and the hows 
and whys of procedure made clear. The instru- 
ments of enactment are carefully considered, the 
“persuasive” influences, the legislature and its offi- 
cials, the Congress, the governor and the president. 
General rules of procedure are logically outlined, 
with important exceptions noted by state; salient 
points made are helpfully supported by refer- 
ence to underlying authority through appropriate 
citations. 


e You can read your newspaper more resultfully, 
you can follow unfolding developments in Con- 
gress and in your state legislature more intelli- 
gently, you can handle business or personal affairs 
more effectively under present-day conditions, 
when you have the comprehensive grasp of legis- 
lative processes that this readable, authoritative 
book imparts to you. 


e For not only are the factors that affect legis- 
lative output plainly spelled out—but the highways 
and byways that any piece of legislation has to 
travel are explored and charted, the highroads and 
dead-end streets explicitly labeled and explained. 
You are, in effect, taken “behind-the-scenes,” 
shown why things happen in a certain manner, as 
well as how. 


e You can read STATUTE MAKING in a few 
swift hours and gain a sound and practical under- 
standing of our legislative methods and machinery 
that will last a lifetime. Send for it today, subject 
to 15 days’ approval. Satisfaction guaranteed—a 
Commerce Clearing House, Inc., publication. 


@ In all, 296 pages, 6 x 9 inches, hard bound, gold stamped, $4 
plus small charge for postage and packing. 


Please send orders to 


CCH PropwcrTs, COMPANY 
214 N. MICHIGAN AVE. CHICAGO 1, ILL. 











